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Maximizing the Long-
Term Care Market
Opportunity

Abbott Laboratories,
InC.
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REDACTED

Long-Term Care Market Development
Maximizing Geriatric Healthcare Opportunities

REDACTED offers a comprehensive training program to representatives
of Abbott Laboratories who will serve the long term care (LTC) industry. This training
program is designed to pravide an overview of the LTC industry and familiarize each
attendee with its associaled components and terms. Additionally, the atiendee will gain
insight into how to favarably position Abbott Laboratories’ core products, including
Depakole ER, in the LTC anviroament.

OBJECTIVE:

The complete training program takes place over a two-day period. The days are spent in
classroom, long temm care pharmacy, nursing facilty and assisted living facility settings.

. Upon completion of the REDACTED LTC Training Program each
participant will be able to:

1. Describe the roles of the various healthcare professionals who practice in long lemm

care

2 Explain the meaning of common terms and abbreviations used in long term care

3. List the services provided by health care professionals practicing in long term care

4_ Describe the role of a pharmaceutical manufacturer representative in the long term
care environment

5. Describe the impact of state and federal regulations for the long tern care industry in
general and for long term care phammacy in particular

PROGRAM SCHEDULE:
Day General Description Location Time
Day 1 Program Orientation & Industry Review Abbott Training 8:00a — 5:00p
Day 2 LTC Phammacy & NF/ALF Site Visits TBA B:00a - 12:00n

Day 2 Reimbursement, Market Share, Partnering  Abbott Training 1:00p — 5:00p
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Program Components:

Day 1 (8am - 5pm) CLASSROOM
Long Term Care (LTC) Overview

1. The Aging of America
a. Facts and figures
b. Trends
c. Projections
d. Where aging Americans Llive (types of LTC Ffacilities)

1. Long Term Care (LTC) Rules and Regulations
a. Federal statutes & State laws
b. Resgulations specifically impacting LTC pharmaceutical care
¢. Quality Indicators and pharmaceutical opportunities

1. Key Decision Makers in Long Term Care
a. [Institutional LTC Pharmacy (operations and consulting)
b. Mursing Facility Staff
€. Medical Directors
d. Communication skills workshop

Day 2 (8am - 12n) SITE VISITS
The Provider/Consultant Pharmacist

1. Specific Duties and Tasks
a. Specialized medication packaging
b. Medication Ordering and Dispensing
¢. IV and other “special” medications
d. Staff
Technicians, Medical Record clerks, Billing and Accounting stalf, Customer
Support staff, Medical Supply staff, Enteral Therapy, etc...

4. Special Services Provided - Dispensing Pharmacy
a, Medical records (charting forms)
b. Infusion therapy training
C. Medical supplies
d. Medicare Part B billing (enteral, wound care, urological)
€. Specialized Billing (medicaid, medicare, insurance, capitated contsacts, etc..)
f. Emergency medication
g. Drug information services |Z4hr/day)
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Day 2 (con't) SITE VISITS

3. Specific Duties and Tasks - Consultant Pharmacist
Patient assessment

Drug regimen review

Med pass and treatment observations
Med storage /cart reviews

pangw

medications in the long-term care facility
f. Drug destruction and/ar returns
Inservice presentations
Meeting attendance and presentatlars

T

4. Interaction with Pharmaceutical Manufacturer Representatives
a, Selting up meeting with key decision makers
b. Contracting
c. Formulary issues
d, Market share issues
e, Lunch/dinner presentations

3. Special Services Provided
a. Research (Phase IV and Outcomes)

Long-Term Care Facilities

1. Nursing Facflity
a. Interview with key staff
I.  Administrator

il. Director of Nursing

iti, Staff Nurses

iv. CNAs
b. Medication administration observation
t. Review of consultant pharmacist's activities
d. Discussions with patients

L. Assisted Living Facility
a. Interview with key staff
i. Director
fi. CAN
b. Medication Observation (compare with nursing facility)
<, Review of consultant pharmacist’s activities
d. Discussion with patients

3. Medical Director
a. Role in the nursing facility
b. Specific duties and responsibilities
¢. Interaction with key facility staff
d. Interaction with the LTC pharmacists and consuttants

Review of procurement, receipt, storage, distributlon & administration of
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DAY 2 (1p - 5p) REVIEW & DISCUSSION

Review of Participant’s Experiences

Reimbursement (Medicaid & Medicare) Challenges for the LTC Industry
a. Prospective Payment System (PPS)
b. Cost-Based Payment System
c. Pharmacy reimbursement
d. Contracting

Therapeutic Interchange

How to select preferred products

How to design therapeutic interchange programs
Collaborative practice agreements
Benchmarking and monitoring

gnow

Discussion of Applicability of LTC Experience to Sales
3. Who are the decision makers
b. How to conduct sales meetings
c. What decision makers want to hear

d. How to present your products
Summary & Conclusion
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Maximizing the Long-
Term Care Market
Opportunity

Background

=

Abbott Laboratories

Page 8 of 182



Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11  Filed 05/07/12 Page 9 of182° Pagsig# 187

2002

Purpose

As the fastest growing segment of heaith
care, the long term care (LTC) market
accounts for nearly $5.7 billion in total
pharmaceutical purchases,

Graying of America

Graying of America

REDACTED
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Americans Over 50 Years Old

= 58% of all health care spending
= 61% of all OTC spending

= 74% of all prescription drug
expenditures

Souroe: ¥an Dychiwsld. Age Posr. tiov S 20° Cantune Wil bn Suisd ke
The Bew Dig. LAY rcher 10C.. Lok Adgates L)

Elderly = 65yr & Older

= 34 milllon Americans who are currently 65 & over
mmake up 12.6% of population but utiliza
« 44% of all hospital days
* 40% of all visits to internists

+ 33% of the nation's personal health care
expenditures

* 40% of all medications

. = 1.8 billion prescriptions

Source: M5 1999
Meczaros EC The onsisugnt of tw sy mwnma

Neahchry IS SLaTe e e -

% of US Population
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Elderly = BSyr & older

= 3 million Americans
« 1.2% population
« 3x the hospital resources
s 2x the prescription drugs
= Fastest growing segment of elderly
= Will double by 2025 (5.2 million)
= 25% live in NHs

Age 65 Life Expectancy

/ Why All the Fuss?

"Medications are probably the single
most important health care
technology In preventing illness,
disability, and death in the geriatric
population.”

SOUTON: AV J. MAJICTION Use 3nd D Eiderty: Curment Stitus sng /

OppomuNIDes. Mealth AfTIS 1995, Spring

——
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Objectives

Uﬁ:ﬂwﬁ?ﬁw of this program, 1he attetides will e

Define LTC

Recognize LTC customers

Identify key regulations

List the key decision-makers who make up the
LTC pharmacy & facility teams

Describe  typical LTC pharmacy operation
Identify the chalienges facing the LTC industry

Understand how Abbett Pharmacsuticals ean
partner with LTC pharmacies and facilities

REDACTED
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What Is Long Term
Care?
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Types Of LTC Customers

= Nursing facilities » Small hospitals
« ICF, SNF, ICF-MR, NF, NHa Out-patient

= Assisted living
facilities
«AlF, PCH

RCC, board & = Employer groups
care, CCRC P
» Sub-acute facilitles @Q Q’
» Hosplces
n Gmup homes ) &V
» Correctional faciities
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Where Are the Elderly?

.3 mitilon indviduals 85 & older

Long-Term Care Goal

To help people with disabilities to
be as independent as possible.

Focus is more on caring than on
curing.

2002
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Long-Term Care Patients

People who have functional
limitations or chronic heaith
conditions and who need ongoing
health care or assistance with
normal activities of daily living
(ADL).

Attachment 9 to Agreed Statement of Facts
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Activities of Daily Living (ADL)

» Eating

» Transferring (to and from bed, chair,
etc...)
¥ Ambulating

» Tolleting

» Dressing
> Grooming

» Bathing

Traditional Long-Term Care

» Takes place in Nursing Facllities (NF)
¥ Subacute services,
TV thewnpy, venttistor pts, [haspits|-le care}
» Rahabilitative services,
» Tromples, that resters b prior functoning ks
> Medical services,
¥ Sidlied nursing sarvices,
¥ Supportive social services

Adupted from The Managed Crm Resounon
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/| occupancy: Bl%

Nursing Facility (NF)

» State licensed « Restorative or

= Skilled nursing maimtenance
available 24hr/day  assistance with:
» Residents need » Rodcmians
frequent medical or . :“‘im
nursing support » Amblating
= Average size: 106 = Toileting
beds = Pothing
» Grooming
arage
Called “reviderts”

o
=

Growth in Nursing Facility

Residents
-
NF Beds vs Elderly Growth
s : “ Af g
[ g u &°
- 1 ] @

2002
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Traditional Nursing Facility Goal

» Rehabilitation

» Community involvement

» Encouragement of resident “living”
» Focus on resident’s total needs

Adapted from Nursing Home Associatiol

Attachment 9 to Agreed Statement of Facts
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Nursing Facility — (Medicare A)

= Highest level of care
= Requires an RN available 24hr/day
= PT, OT, ST, RT
= 100 days per event
s 3-day hospital stay
» Qualifying lliness
= 20 days-100%, 80 days-80%

Medicare Part A Costs

= 1999 - $9.6 hillion
+ 5 9 of total national Medicare
expenditures
» PPS reimbursement
s MD5
* RUGS
« Capitated

Ioirve: HOFA Qe Surmmer 2001

2002
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Nursing Facility — Subacute
{Medicare/insurancs)

= Merges intensity of hospital services with
operation of a nursing home

» Reduces cost of care for serlously il
patlents

= May be a wing of the hospital or a SNF

= 35,000 - 45,000 beds in USA dedicated to
Subacute care

» Goal: To stabilize serlously ill patlents
{cardiac, pain, extensive wounds, or other
labor Intensive problems) so they can be
moved to less care-intensive facilkies

Attachment 9 to Agreed Statement of Facts
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Nursing Facility
(Medicaid/Private/Insurance)

» Lower level of care

= No requirement for 24hr RN monitoring

= Medical, nursing, and social services
provided ... but little PT,OT, ST

» Roam and board of persons not capable
of independent living due to inability to
perform ADL's

= Cost based
« MDS - Case Mix

Medicaid / Private Costs

Medicai Private
a 1999 - $43 billion = 1999 - $ 38 bllllon
e 23% of total
Medicaid
expendityres

Total NF Costs 1999 - 590 billion
2000 - 592.2 billion

Jouwcn: HOFA Raview, fumcrmr F0EN

2002
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Long Term Care Costs

= Average NF stay a Other services are
costs:

charged separately:
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: smﬁﬁf:g’;" » PT,QT,ST (therapy)
-
» Dally rates include: - :::hﬁ cals

» Room, )

« Bord, » Telphamre

- Nursing care, » Cable TV

= Thempeutic activities, - L Ty S —

= Social servie= Pharmacy bills srais dmcily =
Shnalicaid, $rcaln Py, MNTION
S

Toarars Papor e iy,

. Top 10 NF C,'l_g"‘i,i“s .

Chal aciiiies
___REDACTED | 51,054 | 466
REDACTED ' 41,613 209
REDACTED . 39,293 305
REDACTED 38,700 26
REDACTED 34,797 300
REDACTED 28,226 213
REDACTED 27,954 229
REDACTED 25,821 240
REDACTED 16,490 157
‘ REDACTED 15,772 250
e ey — (L

Top 10 States by # of Nursing
Facilities

Soorce: WG Morsirg, Home It/ Cheinc mqﬂlﬂm Dacambar 1000

2002
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Hospitals
= Approximately 20% of hospitals are in the
LTC market

« Skilted beds for short-term care to sub-
acute patients

» Stroke
« COPB
= Orthopedic
s« Average stay 100 days
a DRG debate
= Going away? Cadled “patients”

ICF - MR
= Mentally retarded patients
» Slightly d¥ferent regulations
= Usual age 5 - 25
= May also be cared for in:
* Group residences
+ Semi-independent living facillties
» State Institutions
=« High emphasis on education and social
programs
= Average stay 15 years

Called “clients”

Home Health Care

= Fastest growing sector of health care
a Nursing care provided in the
patient’s home
= Medicare and insurance is usual
payor
= Durable medical equipment {DME)
= IV therapy
« Ostomy/wound care

« Nutritional supplements  Calied “patiers”
« Skdlled nursing

2002
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Home Health Care Costs

» Average Medicare home heakth vislt costs
$85/viskt in 1996

u Costs 1999: $34.5 billion

s Home care costs
* 44% pald by Medicare
= 14% pald by Medicaid
» 42% pald by private insurance

HECFA Rewiow, Summer 2001

Cormectional Facilities

= Growth in prison
population Is
leading to more
elderly prisoners

« Similar physical
problems seen in
other LTC settings

= Average stay 5 yrs

Called = TI7"

Hospice /

= Care for the terminally it (home or

institution}
= Medicare and private insurance pays
= Typical patient

« Cancer

 AlDs

s Alzheimers (end stage)

» COPD, emphysema
= Average stay 2 months (6 mo iimit)
= Primary emphasis is PAIN MANAGEMENT

2002
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Assisted Living Facility

= Social model

» Resldents similar to unskilled NF residents
= Privabe pay

= Less reguiation

= No requirement for RN or LPN care ™

. Elﬁgs administration &/or assistance by

= No medical care provided by facllity *
s Average size: 40 beds
= Average occupancy: 85%

ey it by st Called “resider”

Top 10 ALF Chains
Chain Beds Facilities
REDACTED 20,182 430
[ REDACTED | 14,637 151
REDACTED 14,241 186
REDACTED 11,967 132
REDACTED 8,981 90
REDACTED 7,115 184
. ~ REDACTED 6,774 58
REDACTED 6,200 60
REDACTED 5,940 34
{  REDACTED | 5434 49
=
NH / ALF Chains
Chain . SNF Beds  ALF Beds
| REDACTED 6,992 5,298
| REDACTED | 41,613 | 4,668
1 REDACTED 25,821 | 4,040
REDACTED 28,226 | 2,687
\ REDACTED 16,490 | 1,912
REDACTED 15,772 1,501

. REDACTED

2002 9
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. Senior Housing Occupancy
Rates
o] . —]

L. o0%
L R

05 00% | ]
B 0O%

L2

20, 00m |4

78, 00%

76.00%

g, o, Yo, g, g, o,

[ vy Homes B srsvtnd Living © Compagts OGERG |

Aocaroed FAIT; Mot (reaeresnt Cochic B Tl Saceox Mocring &) Cars Lsdusiiey

Disabilities Can Lead to
Institutionalization

[ |Perces with Dinabiiiinn, by ‘
age

Same Patient - Different LTC
Facility
Nursing Facility Assisted Llving
= 75% female * 75% female

= Average age - §5 — Average age - BS
* Average  meds - 9—— « Average # meds - 9

» Mgdical model ey o Sacial modal

* Medicaid/Medicare .w=vs » Privale pay

* CON (hed control} “————> , §o or limited CON
= Highly regulated -~--—— * o Little regulation

= Average stay - 1.3ytwwny Average stay - 3yr

. REDACTED
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Who Lives in a Nursing Facility ?

= Americans with a nursing home
address ...

= 5,3% over age 65

= 2% Americans age 65-74
uw 6% Americans age 75-84
w 23% Amerfcans age B5+

Who Uses NF Care?

» 89.3% over age 65
» 75% are women
a 10, 7% ages 1 - 64

* Nurcing Home Associpon Gits

s Average NF resident -4 ADLs
= Average home heaith patient - 2.5 ADLs
= Average ALF resident -1 ADIs

Who Uses NF Care?

s 70 - 80% of USA facillty

population Is disoriented
ar memory impalred

» 34.5% Depreasion
« 6.9% Psychlatric Dx

Bnurre: CHS MDS Report Jan 2001

Y

\

2002
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. ABC: The Key Symptom
‘Domains of Alzheimer’'s Disease

Behavior Disturbances
Exhibited in Dementia

= DEPRESSION = DEMENTIA
-

Maed = Wanadearing
= Iritabia meoed Poor celf reststing
= Diminished Interest or, . e e/
plensure * Anximty
. .sgnlﬂnant welght kess or * Insommy
+ [nsomnin er hypersenwm . Fdpeting
= Psychomotor aphation of v Uncoopciativenss
retardaron Resg:
* Fatigue : Unstaciabiicy
= Dalusiang of werthlacwmess
axtiEme guil:' o » Agitabed

+ Diminished nbillty mumﬁ-“__.-; ¢ imgaired MmOy
coroentrate, or Make » Srdiferance o
decisions

sumourkiings
= Suicidal ldeation

Behavior Disturbances
Exhibited in Dementia
» PS!C!'IOSIS = DEMENTIA

+ Wandering
W + Poor eul! carel g cxre

. REDACTED
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Factors Leading To NF Care

= Absence of family
=« Exhaustion of financtal resources
= Burden on existing family members
» Traditlanal care givers {women) are
Increasingiy In the werk force
« Family size |5 decreasing

= Rising life expectancies find children carlng for
very old parents while they themselves are
elderly and lacking stamina

Factors Leading To NF Care

= Women are more likely than men to
enter a nursing facliity.
Lifetime risk of being In a NF at age 65:
52% woman - 30% men

= Lack of children
37% of NF residents lack children
19% of community dwelling elderdy lack children
» Lack of spouse

84% of NF residents lack spouse
45% of community dwelling elderly lack spouse

NF - ADL Total Dependency
= Eating 34.2%
= Transferring 68.4%

» Ambulating 26.6%
= Tolleting 75.2%
a Dressing 81.2%

« Grooming 79.8%
» Bathing 50.6%
Source:  CMES MOS Reaparts, Jan 2001

. REDACTED
13

2002
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CONGRATULATIONS !}

. REDACTED

2002 14
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suopenBay 911
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The LTC Regulatory
Environment

ITTEEEET
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Objectives

Upan completion of ths section, the attonded witl be able

= Recognize key legislative actlons that
have impacted the LTC industry

= Identify specific regulations that effect
medication use in the LTC industry

= Differentiate how Abbott Laboratories’
products can offer a benefit to the
facility by improving compliance with
regulations

Government Involvement In LTC -
NF

» LTC (Nursing Fadllties) is the most heavily
regulated Industry
» CM5 {Canter for Madicaid and Medicare
Services)
u Formerly called: HIFA (Health Care Finanoa
Administretien}

. = 5tate or Federal agencies have authority to:

» impxse monetary fines uo o $10,000/dey

» suspend ad misalona o tha fedity

» cut off Medicahd funds
= pleca monhors in NE

= hire temporary manegers for the NE (f the NF &
hawing difficulty complying

= Over 300 pages of regulations (188 regs)

Top 10 Deficiencies

E ]
. 1 ¥ R
NN

NN

. REDACTED

2002 1
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Omnibus Budget Reconciliation
Act (OBRA) 1987

= Introduced “chemical restraint” regulations
= Required dose reductions & behavior

monitoring on psychotropic medications

& Antlpsychotics

= Anxlolytics

» Sedative/Hypnotlcs
= Specified medication administration

observation (med pass) procedures

Attachment 9 to Agreed Statement of Facts
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Why Be Concemed With “Chemical
Restraints™?

» 70-80%% of NF
residents suffer
from dementia

« Dementia mimics
psychosis In many
domains

2002

~ Frequency of Patients With AD—Related
Psychopathology During 3 Years of Follow-
Up /
. - Olnislm [O1yr /
T Oy WSy
; ’—H—I /
L] pu J
i Wl P Z
£
- 10
o L o = Piguial ,,'/
Mriaifion Agrmrexion
Pryiapathoiogy /
| RED
ACT
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= Cost control effort

Balanced Budget Amendment
(BBA) 1897

= Introduced Prospective Payment System
(PPS)
= Introduced Medicare “managed care” -

Medicare + choice

Attachment 9 to Agreed Statement of Facts
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Reimbursemant NF = SNF + ICF

SKILLED CARE UNSKILLED (ICF}
(10% Medicare) {47% MCD/43% Other)
= Medicare s Medicald
w Private Pay u Privata Pay
» Insurance & Managed =« Inaurance
Care ] = Capitation
= Capltation = Maximum stay indefinite

Maximum stay 100 days

{Avg stay 80 days)
« DRUGS INCLUDED

{Avg stay 1.5 years)
» DRUGS BIVED
SEPARATELY

Medicare vs Medicaid

Medicare
« Administered fedenally
- Persons 63+ or

disabled

« Rx meds not included

w/few exceptions

SNF

« PartA-
hospitalizations and

+ Part B - MD vishs,

Medicaid

« Administered by
states w/lederal
matching funds

. Medically “Indigent”

. Rx meds Included
(volunkarlly)

« Hospitalizations, NF,

MD vyisits

State & Federal expenditures for NF = $54 billion In 2001

2002
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. The Quest for Medicare PPS

S262/pt/dey

Medicare PPS vs Cost Based

/Q PPS Cost Based
X | Bembusenent  Reimbursemen:

= pil

= Requires 5 MDS * Rats
evnluptions n Cost + Cwarhwod mark-up
{adm,14,30,60,90 days) » Encoumges morm spanding

= Relg czn change wies s PFoourages more mode patkenks
HDS (RUGS) a Room for fluf

» Encoureges lacs spending

w Encournges kess acule
patiants

v Flui? has "gore with the
wind”

Minimum Data Set (MDS)

= Over 500 temns assessed

e 22 Categortes

» 10 pages

= All NF patients
« On admission, quarterly, significant change

= Drives Medicare payment (PPS)

» Drives Quality Indicators

- Dri\;es Medicaid payment-some states (Case
Mix

. REDACTED
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HCFA Regulation Update 1999

= Added “Drugs Potentially
Inappropriate in the Elderly” to
“unnecessary drug” regulation

= Expanded medication administration
requlrements

= Required assessment and treatment
of pain

= Focused attention on dialysis
patients

» Quality Indicators

2002
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Quality Indicators

n 24 Items
= Calculated from data elements that are Included
on the Minimum Data Set (MDS).
= Five of the 24 indicators are based upon Section
O of the MD5. These five indicators are:
prevalence of symptoms of dapression
* without antidepressant therapy
» prevalence of residents who take 9 or more
Iffarent medications
« prevalence of antipsychotic use in the absence
of psychotic or related conditions
* prevalence of antlanxiety /irypnotic use
-Elmlmof € use more than two
mes in last

0 24 Quality Indicators

New fracturas 13, Weight lass 7 y
ralls 14, Tube feeding
. Behavior symptoms affecting 15. Dehyciration
otham 16. Pexifpsl
Symptoms of dapression 17, Dextikye in b hass ADLE
. Symptoms of depressted mood 18, Dextlbm in ROM
without troat ent 19. Ani-psychatic use, in
. Usa oF 9 or more medicat bsance of paychatic o " V- iNU
—=| 7. Cognitive Impairment retated conditions X
. Biedder or bowel incomtinance  20. Anfi-anxiety/Mypnotls wse
. Ir;:'mtlnence without a toiteting 21, Hypnotic usa more than N AN 5., %
n Y .

1x | waak

"' A
wHN | thh WM

12.Urinary troc infections 24, Stoge 1-4 pressure ubkcer

10. Indwelling catheters 22. Daily physical restraims Qj Q
11,Fecal Impection 23. Uttle or no activity '1«1 -
q b

7

Lorazeparn and Divalproex in AA
Nursing Facililias

= 146 patient charts reviewed

= 81 patients (55.5%) received
lorazepam; 65 patients (44.5%)
received divalproex

a 37 patients (56.9%) treated with
divaiproex showed improvement

» 25 patients {30.99) treated with

reclULAZERB SR GMAL Im provernent

. REDACTED
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Residents Experiencing Weight
Gain or Loss

[oL pam O Dhvalgtoex|
Proschen O il G Vi Rt CHe Bao TRG:LTAT14

Residents
Experiencing Falls

i 8

Farcant of raskiemm
- g [~] -
* 2

#

] ¥] O Divaiproax

Franchmen [ wt of, Corr Thaw M C0 Bp 20000016219,

Sentinel Events- facility is
flagged if only 1 resident

triggers M

= Fecal impaction
= Dehydration
w Acquired pressure ulcers

2002
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Additional considerations

= Hospice care
» Plan of care must include directives for
« Pain management (blg JCAHO issual)
» Other uncomfortable symptom management
» Drugs & supplies must be provided as
needed for palliation & management of
terminal illness & related conditions
= Dopresgion, Anxiety

Attachment 9 to Agreed Statement of Facts

Filed 05/07#12 Page 38 6f18P oPafeits=216

Additional Considerations

» Dialysis services

+ Medication must be given at times for
maximumn effect

Additional New Investigative
Protocols

» Unintended weight loss (diuretics, faxatives,
cardiovascular
meds}

= Dining & food services

* Do not give meds at meals unless pattent requests
or necssary for optimal medication effect

= Pain meads given prior to meals to altow eating In
comfort

+ Do not use meal foods as med vehices

= Nursing services, sufficient staffing

2002
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Nursing Staff Averages

Patt GA MI  SCA WY
Avg o texta ] W0 97 77 #a
Avg # RN ITE 9 6 12 8 9
Awg # LPN FT 12 19 18 7% 14
Awy # CKAFTE 33 @ 4 53 2%
Avg # Tatnl Nsg
Seoff FTE 54 65 63 137 48
Rvg & Nsg FTE/
Resident 0.7 06 07 18 OB

Benirce:  HOFR CSCAR data 1000

Attachment 9 to Agreed Statement of Facts
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F329 Unnecessary Drug
» Each resldent’s drug regimen must be free

from unnecessary drugs. An unnecessary
drug is any drug when used ...

» Without diagnosis or reason to support

drug use
« Without adequate monitoring
o In the presence of side effects or

hich ind he do 1d
consequences which indicate the dose shou
be reduced or discontinued

» In the presence of duplicate therapy or
excessive dose

* For @xcesslve duration

Medications Potentially
Inappropriate in the Elderly

= Beers,M MD, Explict Criterta for
Determining Potentially Inappropriate
Medication Use by the Eiderly, Arch Intemn
Med/Voi 152, July 28, 1997
+High Potential for Severe ADR ...
F329, Unnecessary Drugs

+ High Potentlal for Less Severe ADR ...

F428/429, Drug Regimen Review

2002
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(jo 5(060/\,0

The Problem

Cholinergic System | Antichollnergic

Effects Effects

« Salivation » Dry Mouth

e Lacrimation +*Dry Eyes

«Urination s Urinary

o Defecation Retention

SLUD = Constlpatfon

F329 - Potential for Severe ADR

= Pentazocln® (Talwin) » Digoxin > 0.125mg/day

= Long-Acting ** {Lanoxin)
Benzodiazepines {volium,« Methyldopa ** (Adomet)
Calmane, ot ol} = Chlorpropamide (Dabanmse}

= Amitriptyline (Bavil} G
« Except for neu e " I Amtispasmedics (Levain)

p Barbiturates {Phenobarb)
in when panefit
:'ruher trl:un risk = *OK for seizures
. « Doxepin (Sinequan) 1 Meperiding ** {Damerol)
» Meprobamate (Equaniy = Tidopidine (except for ASA

intalerant post CWA
» Disopyramide (Norpacs) MO pts)

F329 - Drug/Disease

Combinations
» BPH = Arrhythmias
* Anticholinergi
an‘tinpas::\:?i; * Trlc_ydic
» Anticholinergic Antidepressants
antiparkinsot mexis.
« GI pntispasmodic
= Anticholinergic
antideprescants

. REDACTED
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F329 - Drug/Disease

Combinations
= COPD = SEIZURES/
« Long Acting EPILEPSY
Bervznadlazepines « Metockhpramida
w Short Acting Benzes
ars O PFRN for
arxiety
» Barbiturates = BLOOD
* Frpnotics/Sedatives CLOTTING
DISORDERS
= PUD: GERDr * dip-yri'.l:::::m'
GASTRITIS ticlopidina
= NSAIDS

F429 - Potential for Less Severe
: ADRs

= Phenyibutazone

» Trimethobenzamide
(Tigan)

= Indometnadcin (Indoctn)

» Dipyridamole
{Permantine)

= Reserpine {serposl)

« Diphenhydramine
(Benadryl)

= Ergot Alkaloids
{Hydergine)

= Muscle Relaxants
(Soma, Flexer|, Rabexin)

= Antihistamines psiarit,
Admrax, Ahtheart, et )

F429 - Drug/Disease

2002

Combinations
= Diabetes s SEIZURES/
. ::w - Hf sterted EPII_.EPSY_
| | M I
Ao = BPH
+ Aspirm > 12Smglony * Enlax wsh by perhodic
+ PRSI mvpplerments per 3months for « 7
{untess benefiz outselghs deys)
rishe) » [noomtinence meds
e Y outymin
. mﬁ@ p?inéw odher
peig e 2
REDACTED
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J"' V‘ {*
\J“‘ CF

Relevance of ADR Regulations RLJ

= Average NF of 105 beds A
« 24 ADR events/yr

* 8 "near misses/yr

)
w 350,000 ADRs/yr for US NF's ]
= Nearly S0% of ADRs are preventable \\YJ] / M

= 80% of “near misses” assoclated with T <
warfarin -

F.
« Cost of ADR's was $4 Billion In 1996. .U,W gl.fj L]\(./

— o

S?“Cyvﬁ?

Causes of Preventable ADR

= Ordering Errors
* Wrong dose
= Harmful interactions

= Wrong druq choice
= Monitoring Errors

= [nadequate {ab monitoring
+ Failure or delay in responding to §/s of
drug toxicity

Most common ADR causes:

= Medications « Preventable ADR:
* Psychoactive meds: » Neuropsychiatric
» Antl-peychotic everts

« Anti-depressant
= Secinthee
« Anti-coagulants

. REDACTED
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F330 Antipsychotic Drugs
(APD)

= Residents who have not used
antipsychotic drugs are not given
these drugs unless antipsychotic
drug therapy is necessary {o treat a
specific condition as diagnosed &
documented in the clinical record

Attachment 9 to Agreed Statement of Facts

Filed 05/07/12 Page 43 6f18P oPageits=s221

Allowable APD“conditions”

= Schizophrenia » Acute psychotic

s Schiro-affective episodes
disorder = Brief reactive

= Delusional disorder psychasis

« Psychotic mood = Schizophreniform
disorders disorder
* mania n Atyplcﬂl psyd'losis

» depression w/psychotic » Tourette’s disorder
features = Huntington’s disorder

Allowable APD “Conditions”

» Organic Mental Syndromes - OMS (delifum,
dementla, amnestic/cognitive disorders) w/
associated psychotic 8/or agitated behavior,
which:

= are guantitatively & objectively documented
* persistent
« not caused by preventable reasons, and ...
= which are causing resident to:

= presant & damger {o salf or others

» gonkinuously scream, yell, or pace if theswe behaviors
caun functonal impairment

» exmuma ychotic symptoms which couse fetident
distress ar E ctional .;.p:rm

2002
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F331 APD Dose Reductions

= Must be gradual
= Must be attempted twice in one year
= Is “clinically contraindicated” IF:
= resident has a specific condition (1-10), has &

hx of recurmence of psychotic symptoms, is
stable w/o significant side effects

* resident has OMS, but had return of symptoms
after 2 attempted dosa reductions

* MD has justified why continued use of drug
and dose are clinically appropriate

F331 APD Dose Reductions

= Must be gradual
s Must be atempted twice In one year
= Is “clinically contraindicated™ IF:
« resident has a specific condltion (1-10), has a

hx of recurrence of psychotic symptoms, is
stable w/o significant side effects

= resident has OMS, but had return of symptoms
after 2 attempted dose reductions

* MD has justified why continued use of drug
and dose are clinically appropriate

Divalproex For
Agitation In Dementia

» Flfty-six patients randomtzed {28 divalproex,
28 placebo)

» Mean dose at Week 6§ = 826 mg/d; mean
serum concentration = 45.4 pg/ml

= Imprevement in BPRS ngitation score;
divalproex vs placebo (ANCOVA: P=0.05)

» Change in CGI showed trend for improvement
{ANCOVA P=0.06)

« The average dose and serum levels were low
compared with reports in younger subjects

yrntdiy s follov-us. Study, indicated

2002
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Clinical Global Impression:
Therapeutic Effect

% of pattents
EEREE

Divalproex in Elderly
Mania/Dementia

173 mndomized patients (87 received
divalproex, 85 received placebo

» Divalproax group had a statisticelly significant
decrease from baseline on CMAI score,

compared to placebo (p=0.035)

a 47 patients in divalproex group withdrew
prematurely dua to somnolenca {related to
aggressive dosing and titretion schedule)}

s Somnolance generally rated as mild ta moderate

Further study of divalproex at a slower titration

and daily doses below 15 mg/kg for agitation is

warranted

Tariot Pelut ol Cory Thar [ 7] e, |47

Divalproex in Elderly

Mania/Dementia
Cohen-Mansfield Agitation mventory (Total Scores)

N

——Divaiprosx Sodlum ~0—Placebo!

(Ea272)

(SE=Z.65)

Maan Changw from Basafi
ghabGiboausmnriuns

“¥40,05 for groap differoooty

Tarint Pl ar ol m‘hhﬂlgmaﬂlﬂ.

2002
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. Divalpros:¢ Alonia or In Combination
with 2 Neurolaotic
Results
Divalproex Alone mrl‘m‘:d te

Narayan M. B Nebson IC. | Ciin Prycidatry. 1997-58:351-4.

The Depakote Advantage

F329 Sedative/Hypnotic Drugs

= Overused {(unless not paid for by
Medicaid)
s High potential for side-effects
« Sedatlon
= Confusion
+« Amnesia
» Anticholinergic
« Falls
= Dose reduction required after 10 days of
continuous use

. REDACTED
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F329 Anti-anxiety Drugs

= Overused

s High potentlal fur side effects

= PRN vs Routine

s Dose reduction required after 4
months of continuous use

= Generalized anxiety vs Organic
Mental Syndromes

F329 Anti-anxiety Drugs

» Overused

s High potential for side effects

= PRN vs Routine

» Dose reduction required after 4
months of continuous use

= Generalized anxiety vs Organic
Mental Syndromes

Antidepressants

= Underused
30 - 80% of NF residents may be
depressed L3
« Difficuit to diagnosis depression
+ Co-existing diseases (dementia)
= AD drug selectlon is based on

» Safery profile
= Drug interactions
« Cost

2002

REDACTED

17

Page 47 of 182



Case 1:12-cr-00026-SGW Document 5-11

F333 Medication Administration

= Medication Error - the observed
preparation or administration of
drugs or biologicals which is not in
accordance with:
s MD orders
« Manufacturer’s spectfications
* Accepted professional standards

Attachment 9 to Agreed Statement of Facts

Filed 05/07/12 Page 48 '6f 18P P ageit226

HCFA Med Error List

= Fzifure to “shake well*
= Failure to mix insulin
by “rolling” manufacturer
» Crushing meds that recammends (wsAICs)
should not be crushad = Proper lj.mteral feeding
= Giving meds without precautions
adequate flulds 4-8oz = Eye Drops - weit 3-5 mn
{bulk laxatives, » Swallowtng sublingual

= Giving meds withowt
food or antacids when

potassium meds
;l'lslhlﬂ;l;)eﬂua » MDIS - wnr 1 miwwtn
[ 24
@ L .(ﬂ—ﬂ/ s
e
b
U PV
CONGRATULATIONS !!
e/

REDACTED
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Key Decision
Makers
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LTC Key Decision
Makers

Administrator

‘ Physician
Consultant —
\ Dispensing

Pharmacis

Certified

Director of Nurses
Nurse Dietician Physician’s

Assistant Assistant
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Objectives

Upen completion of this section, the attendee will
be able to:

* Define LTC pharmacy

= Ligt the health care practitioners who make up
the LTC pharmacy team

« Idantify services offered by tha LTC pharmacy

* List the key decision-makers encountersd in
the LTC industry

* Recognize 3 different communication
techniques to use when presenting Information
to the physician

Types Of LTC Customers

Nursing facilttles = Small hospitals

« ICF, SNF, IC-MR, NF, KH _ Gup-nationt surca,
Assisted fiving facllities "~ contors reeny
« ALF, PCH, RCT, board &

care, CCRC » NORC's
Sub-acute facllities = Employer groups
Hospices s ?
Group homes »

Comectional facilities

What's the Quickest Way to
Reach All These LTC
Customers??

s Long Term Care
Pharmacists

2002
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LTC Pharmacy

= Evolved owver 30 yr g

= Spedalty practice |
* Products
« Services i

= High-tech systemsifi

= Efficlency & accurdiig
expert o

u Retail llcense

» Retall reimbursement

LTC Pharmacy

» Product
» Dispensing pharmaceuticals
» Speciallzed packaging
« Delivery
= Medical supplies/DME
« Infusion therapy
» Medical record production

LTC Pharmacy

= Services
» Clinical consultative services
= Education & training
» Pharmacokinetics
= Report generatlon/analysis

2002
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LTC Pharmacy

« Consultant only 32%
= Consultant/Provider 61%

u Reetnil 17

a Imstntions] Rx k kY

= Nursing Howm Rx 1%

a Himpkal Rx 5%

a Mo Reporsa 25%:
= Provider only 3%

Provider vs Consultant Activities

« Provider:
« Purchasing and distribution of drugs,
« Bllling,
« Clinical revlew and therapy changes

» Consultant:
= On-slte clinical review of patieat
» Therapy racommendations,
« Evaluation of fadllity compliance with
regulations

What LTC Pharmacists Want ...

= Better understanding of disease
states

= Knowledge of new pharmacological
entities

« Improved communication skills

= Assistance with documentation of

services

2002
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LTC Pharmacy Team

/*: Consultant pharmacist

‘< » Pharmacist manager
= _Pharmacists

= Techniclans

a IV Nurses

w Education Coordinators

= Inventory techs

| EEE
/5% W
. f

-
Ancillary Staff B

= Medical Records Techniclan
s Conrorts MARJPOF
» Marts pharmacisl when T5 drug B "un-comested*

« Billing Clerk
» Interacts with family membars
+ Transfers inguiries o pharmackst whan fmiy Guestions

why a TS drug appears on bill
. = Driver

= Dedivors and cheda-in arder with nursa

* Comminicates TS msues with necommendation to
contact pharmacst for fyll axdonation

LTC Pharmacy Technician

= Inventory Tech
« Controls ordering

» Order Entry Tech
« Discovers order for incormect product.
s Alarts pharmacist to call MD for substhution

= Dispensing Tech
* Catches fabels for incomect product
* Reminds pharmacist to call for swhch
» Placas alert/monltoring labals on product

. REDACTED
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Medication Distribution Systems/

= Packaging

* Unit dose

w 24hr, 7day, I0day
cycles

» Bingo card
w 30/31 day

+ Compliance
packaging
» Customizable cycle

Medication Distribution Systems

« Labeling

* Only resldent name, and medication
name required

+ Most use modified retafl prescription
label format

» Piggy back/peel off for re-ordering

= Label placerment for ease-of-use

« Bar-coding

Medication Distribution Systems

» Unit Dose & Punch Card Packaging

= Irmproves nursing staff efficlency &
accuracy

= Multiple Dispensing/Month
» Limit quantities of controlled substances
= Limit quantities of large/bulky tems
= Timely Delivery
* 24 hour on-call
= Emergency back-up 24hr/7day

2002
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Equipment

» Medication carts

« $2000 ea x 3/NF
« Treatment carta

* $1000 8o x 1/NF
« Fax machines

s 1 per stotion £250 e
= Computars ?

s Intarmet access

» Direct on-lipe sccess
» Software 7

= DS, arder/ recept

Attachment 9 to Agreed Statement of Facts
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F426 Pharmacy Services

s The facility must provide routine &
emergency drugs and biologicals to Its
residents or obtain them under an
agreement ...

* A drug, whether prescribed an a routine,
emergency, or as needed basis, must be
provided in a timealy manner. If failure to
provide a prescribed drug In a timely manner
causes the resident discomfort or andangers
his or her haalth and safety, then this
requirement is not met.

Delivery

= Dajly Mon-Fri
= Andt Sefurday 95%
v A Sunday 5%
s Same day delivery
w Muliply deliveries)dmy
s Courler vs employee
drivers
» Coat

2002
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Emergency Boxes

a First dose box
« After hours re-admissions
» Antiblotics

e« True emergencies
« Candlac
« Resplratory
« Behavlor

« Limitations on contents
In some states

Medical Records

= Medical records
« POF - J0day physiclan order summary

+ MAR - 30day medication administration
record

« TX record - treatment record
« ADL record - nursing assistant documentation
# Phone orders
* QfA reports

= In-house vs pharmacy production

Medical Supplies

» Medical supplies
= OTC drugs
* Wound care
s Butritionals
« Urologicals
« DME

2002
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infusion Therapy

» Infusion therapy

« [V products &
supplies

+ [V treining for staff

® 24hr IV nursa
support

+ Xdhr emergency
sarvice

Attachment 9 to Agreed Statement of Facts
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LTC Pharmacists

LTC Pharmacist

consuitant
Pharmacist
Problem soivers
Clinical Skills
Administrative Skills
Organizational Skllls
Communication Skills
Persuasive

Seif Motivated
Intuitive

2002
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LTC Pharmacist

Consultant  Provider

Problem solvers 4eem——— s Problem solvers
Clinical Skills +————— & Glinical Skdlls
Adminlstrative Skills,— , Administrative Skiils
Organizetional Skills

Communication Skilse—— , Communication Skills
PerBuasive ¢——e————_ parsiacive

Self Motivated

Intuitive

LTC Pharmacists

» Consultant Pharmacist’s Qath

« "I take responsibiitty for my patient's
medication-refated needs and am held
accountable for this commitment.,”

» "] ensure my patient's medications are
the most appropriate, mast effective
available, safest possible, and are used
correctly.”

« "I lentify, prevent, and resolve
medication-related problems that may
interfere with goais of therapy.”

Consultant Pharmacist

s F 428 The drug regimen of each patient in
a nursing home must be reviewed at least
once a month by a licensed pharmacist.

s F 429 The pharmacist must report any
irregularities to the attending physician
and the director of nursing and ...

» F 430 .. these reports must be acted
upon,

2002
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Consultant Pharmacist

» Clinicat component
« Therapeutic drug review
s Economic drug review
» Improve patient care
« Improve functional ability of patient
« Suggestions to physiclan, nurses,
administration, support staff

Conauiting i the business of selling solutions

Clinical Activities

= Drug regimen review (DRR)

= Resident assessment and care planning
» Drug utilization review (DUR)

s Drug use evaluation (DUE)

» Therapeutic drug monitering

I » Fadlity staff education and tralning

a Formulary development and management
= MNutritional support services
= Gerlatric research

Compliance Activities

= Puolicy and procedure development
» Commilttee participation
» Medication administration observation

» Medication storage, accountabllity,
destruction

= Participation In state survey process
= Quality assurance {QA)
« Infection control

. REDACTED
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Therapeutic Drug Review

= "Any symptom in an elderly
patient should be considered a
drug side effect until proved
otherwise”

Srirze: ) GuM ¥ Monsne, S Moname, ) Ao, Brown Lniwamety
\aweg-terme Care Quality Latter, 1995

Attachment 9 to Agreed Statement of Facts
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Medication Therapy Management
Services

Diagnosls appropriate
Duplicete therapy

Dosage appropriste

Length of therapy

n Outcome appropriate

» Adversa reactions

s Improve functional abiiny

» Improve quality of jife

Assessment of Drug Related
Needs

= Initial Clinical Review of Medication

Order

= Best drug for condition
= Anticonvuleant vs Antipsychotic

= Best drug In category
« Depakete vs Carbamazepine, Gabapentn

= Best route
Liquid, tab/cap, topical

+ Medicald / Insurance formulary

coverage

sTlered co-pays, POLs

2002
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Economic Drug Review

» Product expense
« Depakate vs Typrexa, Alsperdal,
Sersaual, Geodon
» Preparation expense
* Abilly o crugh tablet
» Prepedoged punch cards
e« Outcome expense
= Traatmemnt failure, trastment
durstion
= Adverse reaction expense
« CYPRI50 va ROT

Attachment 9 to Agreed Statement of Facts
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Consultant Pharmacist
Recommended Changes

Acceptance frequency by type of

recommendation
a Discentinue drug B2%
» Change dosage/route  73%
» Switch agents 65%
= Add drug 38%

Soutce: SMG, TCF wedershlg sureey

NF Resident Drug Use

PRN

9.30 medication B4l
orders/resident @
e

Bayrce: Tobiw, Dol ), The Consulteo) Pharmacis. 2000

2002
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Ty
e’ wi@‘“ Al 45

. \am?x NF Resident Drug Use by
y Category

Attachment 9 to Agreed Statement of Facts
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Consultant Pharmacist Value

« Consultant Pharmacist-conducted drug
regimen review
= [mproves therapewtic outcomes - 43%
» 5aves $3.6 billion annually (DRP).

Tourre: Berranan, L, ot it Thet st fh Care Comx of Dumgi- el scrislivy and
Mortalicy by burdiog Fafities Arch brtern Madfiol 19971 157060105

VO
\<~b &DJ q“’w,o‘){ }02;!
PN A

¢

LTC Facility Personnel

gl

e

. REDACTED
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LTC Facility Personnel -

= Mursing Facility Administrator

o Licensed by board of examiners of nursing
home ad ministrotors

= Requires supervisory experience in nursing
facllities

» Requires CE L
+ Respongible for the operation of facllity R 4
= Financial, regulatory, *
« Planning of services :
« Compliance with stete and federal requlations
* Coordination of staff

LTC Facility Personnel

= Director of Nurses (DON)
+ Registered Murse (RN}
# Supefvisory position managing
nursing staff
= Certifiexd nursing assistont (CNA)
u Licwrenarl proctics] nurses (LPN)
= Ragistered nurses (RN}
» Responsibie for patient care
* Responsible for financlal performance
of nursing department

LTC Facility Personnel @ A

= Charge Nurse
» RN or LPH

« Resgonsible for care of up to 50 residents
= Med administration

= Documaentation, progress notes, -
evaluations and assessments b<t)

» Physician orders b Y

= Ordering and receiving mesds and "q- .
supplles Yt

* Supervises cartified nureing assivtants

2002

REDACTED
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LTC Facility Personne!

n Certified Nursing Assistant (CNA)
» High ackodl diploma or GED
« CortFication by eommination at facilicy or tracde
schoot

» Porforms diract resident cara & essichancs with
ADLs

» Bwching, g eating, mcbilty,

* Requires 24w of CE yearly

The CAA s the most knovrieogeshio about tee
\dant’s txh { and

| statg
m

LTC Facility Personnel

s Nurse Practitioner &
Physiclan‘s Assistant
« Physician extender
» Higher access
» Frequent drug therapy changes
» Authority varies by state

* Operates under “physician
protocol”

Attachment 9 to Agreed Statement of Facts
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N

LTC Facility Personnel

= Medical Director
+ Usually attending MD for majority
of remidents (> 40%)
; * Oversees activities of other
{ attending MD's
- " Provides educational and clinical
o i1 support to patients & healthcarm
I
# |
¥ [

providers
* > 45% ara Medical Directors at 3
or more facllities

REDACTED |
2002
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Attending Physician

= Respansible for:
+ Patient’s totel program of care

» Madical, nutritonsl, psychasocal
» Madical assesament
+ Dimaxna prewantion / trestwent
* Chartlng progress nobes each visit
* Acting on the Comsultant Pharmecist s
rexnIm merietions
» Works cooperativaly with
Intardisciplinary team
» Must visit patient at [east every 30
days

Attachment 9 to Agreed Statement of Facts
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Communication

Communication: LTC

Pharmacist

Consultant Dispensing
s Clinice! informatsan on all = Cinical information

entities in dess » Raimbursement

» Efficecy information

« Metaboliam » Medicaid formulary

+ Adrelnistration = Prior approvsl

= ADA profile = MACH competitors

a Diferentinbion of products

» Cutcomes datn

= Sampla "commant™
Ienguaga

» Managed care farmulary
= Packeqirg cpthans
» (o] busitess proctices

REDACTED
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_ \&Q? {Q‘KO’
_ N
. Communication: Physician ?(

’)
¥
a Part of the taam (aithough may not . F

realizm it) w { JJ\
O
¥

= Responds to clinical & financial ~d”

Information N T
» Ask dont t=il ,\f H MJ ( -\
* Have you considered...? AR ¥ )< .
44" 1

= What do you think about...? v
« Would you please....? ~25 - 1’0

= Define conditions leading to request L)J\'(\ N

» Ask for definite actions 2 X

» Support statements with refarences

¢ %
Communication: Director of ¢ @‘7‘ 0
Nursing SN .._)

s Improving
resident care

= Time savings for
nursing staf?

= Improving
. accuracy of
nursing staff

» Dexumantation
+ Adminktration

Communication: Administrator Q@

= Cost effective
solutions

= Regulatory
comptiance

= Public relations
= Patient care

= Some ADMs are
RNS

. REDACTED
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Communication: Charge Nurse

» Patlent care
= Time savings

Case Study f.f

= B7yo, Caucasian femaie e‘ _U'/
a Dlaghosls: Alzhetmer's Disease w/psychotic Y
agitation, CHF, Depression, Ostecarthritis, / -~

« Labs/Vital Signs — WNL &
s MMSE - 10 —— Q

» Drugs:
« hricept 10mg gd for Alzhaimer's
» Cedaxa 20mg po gd for Depression
» Eratapril 10mg po BID for CHF
s Viow 25mg po qd for Cstedarthritis
= Rispardal 1mg po BID for psychotic agitetion
s Alprazolam 0.25mg po T1D for anxiaty
Problem: Increasingly agitated with recent
episode of hitting roommate. Nurse has asked to
increase Risperdal dose,

Sample Comment: Physician

. REDACTED
18
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Sample Comment:
Administrator

5. &

[

Sample Comment: DON

CONGRATULATIONS !!

2002

REDACTED
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REDACTED

LONG TERM CARE FACILITY VISIT

The LTC Facility Visit is designed to allow the attendee to experience the typical
Nursing Facility (NF) and Assisted Living Facility (ALF) and participate in &
routine consultant pharmacist visit.

OBJECTIVE

Upon completion of this section, the attendee will be able to:

List the primary activities performed by the consultant pharmacist
« Prionitize the consultant pharmacist’s role in both the NF and the ALF
= Recognize the importance of the consultant pharmacist in the care of the
. elderly and compliance with regulations in the NF and ALF
« |dentify the health care professionals who make up the NF or ALF team
List the primary activities performed by the NF and ALF team
Identify the role of other professionals in the NF and ALF team

EXPERIENCES TO INCLUDE:

» Entrance interview with ADM and DON (approx 15 min)

* Tour of Facility (approx 30min)

» Introduction and Explanation of other Health Care Team Members

m 20

ADON

Charge Nurse

Med Nurse/Treaimen!t Nurse

Certified Nursing Assistant

Medical Director / Attending Physician (if available)
Social Worker

Activity Director

Page 1 of 2
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o Meeting with ADM (approx 15min)
. « Role of ADM
What ADM expects from LTC Pharmacy and Consultant
Reimbursement Issues
Reguiatory Issues
Challenges

o Meeting with DON (approx 15min)
e Role of DON
What DON expects from LTC Pharmacy and Consultant
Staffing Issues
Patient Care Issues
Regulatory Issues
Challenges

e Medication Administration (approx 30min)
» Med Room and Med Cart Check (approx 15min)

o Chart Reviews (approx 15-30 min)
« Inappropriate medication

e Beer's Criteria
. ¢ HCFA Regs

Therapeutic monitoring
Therapeutic interchange
Economic recommendation
Documentation review
Patient Assessment
Psychotropic Monitoring

» Preparation of Reports (approx 15min)

¢ Exit interview with DON & ADM (approx 15 min)

REDACTED Page 2 of 2
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REDACTED

LTC PHARMACY VISIT

The LTC Pharmacy Operations Visit is designed to allow the altendee to rotate
through the various depariments of the pharmacy and experience the type of
activities performed.

OBJECTIVE

Upon completion of this section, the attendee will be able to:

Identify the departments that make up a typical LTC pharmacy
List the activities performed by each department
Recognize the relationship of each department's activities to the LTC
customer
« |dentify the challenges LTC Pharmacy incurs in the operation of its business

ROTATIONS

The attendees will start in one of the 4 rotations They will spend approximately
. 30 minutes in @ach rotation and should experience the listed activities. At the
end of 30 minutes, the group will move to the next rotation.

Rotation 1 PRESCRIPTION PROCESSING
® Order taking (fax vs phons)
Order entry
® Pharmacist Intervention
® Preferred Product List
® Medicaid Coverage
® Allergy, Inappropriate Dose, Inappropriate Drug, etc. .
® Refill too early or too late
Phone call to Nurse and/or Physician
® Automatic Stop Order Policy (ASOP)
* Challenges
® |llegible Orders
® Foreign Nurses
* Orders coming late
. & | ack of communication

m 20
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Rotation 2 PRESCRIPTION FILLING
Emptying and Setting up Totes

Filling Baskets

Filling Automed Cassettes

Ordering and Receiving

Checking and Refilling Emergency Boxes
IV Admixture

Rotation 3 MEDICAL RECORDS
Order Entry

MAR/POF Production

QA Report Production
Interaction with Nursing Staff

Rotation 4 BILLING & MEDICAL SUPPLIES
® Types of Billing (Understand how we bill)
® Moedicaid
® Medicare
. ® Private Pay
® |nsurance
e Challenges of Reimbursement and Billing
® Manual manipulation
® Medicaid deniais and rebills
® |Length of Time for reimbursement
® | ow Rates with Insurance
® Medical Supply Department Processes
Order Taking
Order Delivery
Types of Products
Inventory Control

Chaliengss
Benefits

REDACTED Page 2 of 2
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LTC Challenges
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Objectives

Ak thee comphetion of thiy section, the stterdes will bo abls tn:

= Idertify reimbursement issues affecting
LTC

» Discuss how consolidation of industry
impacts LTC pharmacy

» [dentify the primary competitors in LTC
pharmacy

The Nation’s Health Care Dollar

Who Owns Nursing Facility
Beds?

2002
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NF Reimbursement

NF Population Pay Type

Private
Medicare 23.7%

Wazteaid

NF Population Census vs
Reimbursement

. REDACTED
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National Medicaid Expenditures
= Medicaid cost 199%: $187 billion

= Federal government's
share: $103 billion

= Federal & State Medicaid
spending on nursing home care: $54 billion

1999

—

PPS vs Cost Based

PFF’{iimburseme t Cost Based
Reimburseément P
» Capitated Agta Reimbu ent

Resquires 5 M5 evaiuations = Cost-Based Rete
(adm, 14,30,60,30 dea) = Cost + Overhead mark-up

n ?;&ga)ndﬂme wjen MDS . Er ages more spending
« Encoumges less spanding = Encourages mone aeute patients
» Encoumnpes less acutn = Room for Muff
potenls
L]

Fluf has "gone with the
wing*

—

Average Cost of Ancillary
Services per PPS Day = $83.16

2002
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Two-Level Strategy to Manage
Drug Costs
= FACILITY = PATIENT
» Pricing strategies « Pre-admission
» Dawvelop formulary costing
» Preferrad and non- » New admilssion
preferrad drug review
n Pexbllity requires « On-going dinical
= Physician practice and cost monitoring
patterns « “Episode of care”
+ Practices to reduce case review
med errors and DRPs

Attachment 9 to Agreed Statement of Facts
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Forecast Of The Future

2000 2030
» Adult day care = Adult day care
350/day  $12,981/r  4320/day $56,100/yr
= Home health aide u Home health alde $260/visit
$61/visit  $15,743/yr $568,000/yr
= Assisted living facllity . Aasixted living faciiity
$25,300/yr $109,300/yr

= Nursing home care » Nursing home care
$44,100/yr $190,6004yr

Pharmacy Reimbursement /%
POe -y Susele Rt /

p‘\,\d“: 0}0\'0/ 1)"{
| SN |74
{f\ \ Lo ne ¢ 1 pq? \
I
e o

A‘]Ca,ﬁvdlu.% D(‘Cdﬁ—-

Ukale D‘ﬁu.. CosF b)(/\cﬂ‘ép

Oty LTC ‘ N
Y Ay
Lah mc&a& e "D\sc;c»c\s e (Em?r'\wﬁ
| LA VoM . v Rﬁ(""
REDACTED des it Cosd _ Rolcdes rwnt be onciled v
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Medicaid
STATE |INGREDIENT DISFENSING |LTC ADD-
REIMBURSEMENT |FEE ON
Dinois | WAC + 8%/12%  |$4.17 No
[Minnesets | AWP - 9% $3.65 Yes $0.30
Tanness=a | AWP — 13% (MFN) | 32,50 No
North | AWP ~ 10% $5.60(G) Ne
Carcine $4.00{B)
Rhode | WAC + 5% $3.40 (OF)  |No
tstand $2,85(LTC)

Attachment 9 to Agreed Statement of Facts
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Medicaid

» No additlonal reimbursement for
extra) services (delivery, packaging,
etc...

w PA study $2.87/rx for LTC services

» Pilot projects for reimbursing for
MTMS

= Washington

1 &dbakes

= Wisconsin
» Mississippi
oo = ((PoRP=A)
—~[lePP fﬂm)%uﬂ)
Medicaid
PO~ Crelorie fidead
= Capitation Op -0+\¢(f\)mafuu]t (NTLQVU" q?eu‘ll(-cla)ﬁ
= South Carolina $7.00/day
o New York

» Limits therapeutic choices
= Promotes 2nd class medicine

» No input/control in patient
selection

o0 2( 6P v ) -(:(TP 5 o)
rﬁfsmeé-(P\’bC'\_
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Medicaid

s Maximum # of Rog/month

= Prior Approvail (PA)

= Favored Nations (MFN)

» No addttional reimbursement for extra
services (delivery, packaging, etc..)

» Maximum Allowable Cost (MAC) on
generics

"

Maximum Allowable Cost (MAC)

MAC
» Federal MAC
« State MAC
»Available from 3 sources
= Average of WAC

Medicare

= Bill direct to fadlity

= Prospective pay

= Case mix (RUGS IH)
= Capitated rate

2002

REDACTED
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Attachment 9 to Agreed Statement of Facts

2002

Filed 05/07/12 Page 84 of 18P PE§eitti=262
Insurance
» Pays even worse
than Medicaid and
Medicare
= AWP - 30% +
1.50
~Somebodys
gettin’ rich ... and
it ain't the
providerl!
“Heiping keep our customers n business in
one of our major chaflenges”
« Profits were Medicare based
= Couldn‘t stop the spending in time
for PPS
= Heavy debt to earnings ratio
Verdijct
BANKRUPTCY
Litigation
REDACTED
7
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Consolidation

= Predators
» Large providers buy up the

competition

= Driving
» Pricing

« Services
= Contracting LTC RX

LTC Pharmacy Ownership

LTC Pharmmacy Market Share:
Nursing Facility Beds

% of NF_ 8 NF beds ¥ Toeal beds

« REDACTED 29% 493,684 729,500
= REDACTED 16% 274,13 310,000
= REDACTED 10.5% 178,206 250,000
= | REDACTED - 9% 153,400 153,400
« REDACTED 4% 85,788 65,500
" REDACTED 2.5% 45,000 45,000
a Everycne else 29% 489,788 7

Soace: ASCP dats on ks, baced on 1.5 ol WP bade 200

2002
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Total Pharmacy | TC Market

« Retall drug store
50%

Attachment 9 to Agreed Statement of Facts

Filed 05/07/12 Page 86 of 18P Pageitti=264

CONGRATULATIONS !

2002
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atgrent of Facts

aleys JayJen
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Therapeutic
Interchange
and Market Share

=

Abbott Laboratories
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Objectives

Upow campletion of this seesion, L cttmcdes stould be able ta:

» Identify 5 steps for a successful
therapeutic interchange program

= List 4 considerations for selecting a
preferred product for therapeutic switch

» Describe 3 methods of notifying physiclans
of a preferred product

» Define *Opportunity for Profit™ and its role
in monitoring for successful therapeutic
switch programs

Attachment 9 to Agreed Statement of Facts
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Advantages of Controlling
Market Share

= Contracting
s Rebates
= Reduced Inventory Investment

= Control of Variables in Disease
Management

Contracting & Rebates

» Price discounts
limited by federally
mandated rebates

= Discounts are
acceptable for
volume purchasing

s Rebates are
acoeptable if
market share goals
are awtained

2002
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Price Discounts & Rebates

s Pharmaceutical Manufacturers must
rebate back to state Medicald an amount
= to lowest price anywhere in market
» Limits amount available to pharmacies
» Includes rebate amounts
« Includes incentives if $% value can be assigned

u QIG is looking at discounts & rebates as
inducement (Fraud & Abuse) - no decision
yet ... whew!!

Attachment 9 to Agreed Statement of Facts
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Reduced Inventory investment

= Standardize on 1
or 2 choices within
a therapeutic class

= Lower inventory
COSts

« Consignment,
» Improved returns,
= Special packaging

w Select product with
BEST VALUE

Value

= Vzlue = What you get
for your Investment

- Value\-ﬁ Price

a Value = Price x
Efficacy X Risk

2002
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Cost of Drug Therapy

» Total drup cost = (PL+DC) x U +DRP

« PC = product cost

« DC = distribution cost

« U = utilization

« DRP= drug related problems

Boirtax Py, LN, Tubal ey Cpat L Yha
rhamnmacis), May 14

Ambulatory Care Total Drug Cost

PC+DCxU = $84billion
Sourco; IMS, 1994

DRP
$76.6 billion
e "

1:1
Soureo; Bootman L, € 8]
Arch I Mad 1995

(Without Consultant RPh Irvolvement)
Nursing Homes: Total Drug Cost =

(PC+DC) xuU = $2 billion
e e 005

DRP
$7.6 billion

1:4

Scarts MLyl Bootmisrt ar o, T biaih Caei Cot of Drag: fvkeind
Werbichiy ) eriaity w Nureng Pacuiived Ach inem Med, 157, 10987

2002
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(With standard Consuttant RPh adtivity)
Nursing Homes: Total Drug Cost =

(PC + DC)x U = $2 biflion

Eoucr. Fuming Homs
D Sy Janfl 1050

» -]-

n
el —

1:2

Souroe: JLyks Boctman st Thw Healh Care Cosl at Dnug-Sumemd
Itz ity g Wiy oy Mg Focbieg, Arh e, 157, 10ME3T
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Consultant Pharmacists are
Responsible for ...

%4 Billion.
ADR Proble

LTC Pharmacists’s Role

» Assurance of proper drug utilization

» Minimization of adverse drug related
problems

» Reduction of therapeutic failures

» Assurance that the chosen therapy
(& assoclated costs) produces the
desired outcome 1!

2002
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The most expensive drug is
the one that doesn’t work!

Control of Variables in Disease
Management

= Choose the best therapeutic akernative
« metociopramide vs cisapride
w eacholapram vs. f
w quetinping v risperidore

= Outcome data is easy to obtain and manage
= only 1 sat of &E
= oy 1 set of oucome endpoints

= Formulary choices can compliment one
another to obtain better outtomes
= esciniopram(no cP450) & quetiapine {cP450 3A44)

Disadvantages of Controlling
Market Share

* Alienate physicians
£ * Intate nurses (with
i repetitive order
changes)
* Safe-harbor regulations
* Labor intensive

2002

REDACTED

Page 93 of 182



Case 1:12-cr-00026-SGW Document 5-11

5-Step Method for Successful
Therapeutic interchange
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5-Step Method for Successful
Therapeutic interchange

sctieng |-

oA

Evaluating Therapeutic Efficacy

= Buy-in from clinical pharmacy staff
» Buy-in from physicians

= Must benefit the patient’s health
outcome and/or quality of life

Best Value doesnt mean
Best Price

2002
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Consultant Pharmacist's Oath

= "I take responsibility for my patient’s
medication-related needs and am held
accountabie for this commiment.”

= "I ensure my patient’s medications are the
maost appropriate, most effective avallable,
safest passible, and are used cormectly.”

« "I identity, prevent, and resoive medication-
related probiems that may Interfers with
goals of therapy.”

Attachment 9 to Agreed Statement of Facts

Filed 05/07/12 Page 95 Of 18P P ageita273

sSide EffedMirog Ifesartion Benety:

ot Pentic
Adainistralinn Beyesic

dil'iiﬂ”ﬁ‘-&ny
side Effertig IMtesartion Rennge
ouet Beaedie
admintetralinn Beansit

2002
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(i mi(ﬂ[ Efﬁ(‘ﬂq

Summary of Valproic Acid and
Divalproate Efficacy in
~mgitation and Agaression

{ agiintion ('9)_‘

{jgf(’.f}'l Dmﬂf l’lfr‘mﬁians

2002
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Depakoiz DR and EF Adverssz

Evaris

=l - ?.'{','
Ha— " LM % ()
Cymnin. TA% 4T ™ "R
ittt T4 A% hrr ) i ]
- a1 e ™
Aebmimiba AFR  BDW L] L)
e Ll IR, ) = il
T 41% 1M " L]
Dt AN A e -
gl TAE 10,5 2N -]
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-Dapaioiz D and ER Advarse
Evernis
T A Sl
w Lo ) e 1%
— W & B R
St B A e, % i
Sy . ] i) =4 -1

Divalproex Sodium
Side Effects

= More Common

= Sedation

« Gestrointestinal distress {less sevara then with other
forms of valproate)

Tremors {mosthy st higher doses )

Aaxio {usvally doss related)

Waight galn

+ Thrombocytopenia {usuelly mild and dose releted)

« Rare

= Hapatoroxicky
*  Pancreatitis

2002
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Economic Drug Review

- [»’ k ER L W, ‘, ; k
Carbamazepine
= Preparation expense
« Ability to open capsuie and sprinkle vs
crushing
* Once daily vs multiple administration
s QOutcome expense
= treatment failure, treatment duration
» Adverse reaction expense
» interactions w/cytochrome P450 system

= Product expense (from payor perspective)
i, Depakote, Neuromtin,

Annual Cost of Therapy

Dapabiote SDER
Depaiots Ko+Htmg
Uwpad oty 2 1 SO0ER

Carbemytypint 100mg TID
Meuroxtin $30mg TID
[ 1] KE6D 00D B0 BRDS0 20D

AWP 12 Months HX

2002
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4ditiisTation
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Dosing Considerations

» 30% of NH residents
require come dosage
form adjustment for
admipistration

» 1999 new HCFA regs
re-define medication
eror to require
adherence to
manufacturars
specifications (F 332,
Fazy)

Depakote
Dosing Information

0" CTEDT (avaproas
Dosage Form fiarmy)

Capruiys (250 mg) x

Syiop (230 mg/3 mlL) X

Dalaysnd -melaane
tmbiuta

(125 myg, 150 mg,
g )

Barinkie capsTies
(125 mg) x

Extuzdud-ryiosss 500
g tablets; QD Dosing x

Bk o

2002
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Initiating Divalproex Therapy

» Initiate 125-250 mg ghs or 125 mg BID

» Increase by 125-250 mg every 3-7 days or
unti! desired clinical response

= Ususl range 375-2000 mg/day
= Usual serum concemration 40-100

pg/mL

= Divalproex is an enteric-coated formulation
to minimize gastrointéstinal side effects

» Sprinkle capsules for patients who have
difficulty swallowing pills

5-Step Method for Successful
Therapeutic Interchange

(=1

- i
Mot Hiraon b
o f

Contract Evaluation

= Purchase Price
» Spread

» (AWF - purthese price)
« MAC’d competitors
+ Return on Investment

. REDACTED
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Contract Evaluation

= Market share goals realistic ?
= Single Item rmarket share 7
« Bundled with other items 7
= How often are rebates checks

provided?
» Does contract have a ramp-
up period?
Depakote ER ADVANTAGE
s Depakote ER 500mg =« Depakote DR 500mg
= AWP $1.77 » AWP $1.85
=ACQ $141 s ACQ %148
s SPREADS 0.36 » SPREAD$0.37

| Pricing chow: it TactHAous wmdd dowt ot reflact sctuad epmract price o

Opportunity for Profit

- "When the preferred product offers a
greater spread between acguisition cost
and seliing price inciding rebate than
other products in that therapeutic
category”

1+ OFP = (pr AWP - ACQ - Rebato) - (OF AWP - AT -
Anbntec)
OFF = Opportunkty for Profic
PP = Prefemed Product
OF o Othver Producty in thempewtic cdeso

. REDACTED
13
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Missed Opportunity for Profit

duby 29 Sprims Sav Mart Sy il ) F P
Do

Capturing the Missed
Opportunity for Profit

= Missed OFP = $ 26.00/mo
= Missed OFP = § 312.00/yr

» Cost of RPh x 1wk = $ 2500.00

NET LOSS/yr = $2812.00

Set Benchmarks

= Evaluate regional market
share expectations

= Compare to
national/regional
standards

» Set Goals & Expectation

2002

REDACTED
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. 5-Step Method for Successful
Therapeutic Interchange

Merirrring

Notification

s« Consultant DRR Recommendation

s Informative Mailing
« Physicians
» Indroductory Letter

» Pationt LbYing Letter
» Faciltty
L] Al tni i 1i d _=x-' Imm'

= Copy of Physician's Lefter

Consultant Pharmacist

= Determine appropriate patients pror
to netification

= Set up monitoring parameters {GDS,
B/P, MMSE, SOB, Dyspepsla, CBC,
etc...)

= Provide inservice education to staff &
physicians

= Monitor patient for response to
therapeutic interchange

. REDACTED | |
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Preferred Product List

- Collaborative practice
agreement
35 states ol
Each ctate’s requirements
fallcwences may difar
Facility policy
-Signed by:
Mexdical Ofrectar
DOMN
ADM
Cormsulan Pharmacist
Atterading MO
Assures compliance
Reduces time
- Captures re-admits

Attachment 9 to Agreed Statement of Facts
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Therapeutic Substitution
Formulary

» Improves GM significantly

= Reduces time necessary for
formulary maintenance

= Can be used with or without
Collaberative Practice Leglslation

= Captures new orders and re-admit
orders automatically

E YD)

fel et

ikl
Prvtrodabe  STASS, W, 120

TROCKie

ey '

ey vy

Exdgpat arths Enpuicats T 1 ""E.?
[ P Cplit 2 KT | bt T

et Dt [ Ry 21 o Skl oty
B B o T i Y.

2002
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Eoisil
Copoimmin TR ol
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Aruinten Ry i ¥y RN COATTD ey A8 | ety s
[eryraihy tay e
g il med

5-Step Method for Successful
Therapeutic Interchange

Implementation

= Conversion letter faxed to pharmacy

+ Target data for switch

* Order change “when current supply is used”
w Consultant drug regimen review
= Notlly faclitty of order change

* Reminder memo

¢ Conversion [etter (signed)
= ¢opy letter for chart
= wrtte talephone order
= CHANGE MaR !

2002

REDACTED | |
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bk aftar itinton, Prvhiat f

[y ity -y the e dar amictyte Sy,

Tor yair DEvanisrEs, We arn Ritackioy w Ut of ol MRY
'L i Larapre. b APy coariviey w bk of your pctiets who
i e w ket

u change b k
vour may revisw and et tharspy wy rwel
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5-Step Method for Successful
Therapeutic Interchange

—
{ ramaion
| Comtrciing
Bficacy

2002
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Monitoring
= Incorporate monitoring parameters for

therapeutic switch Int¢ order

= Usually 1abs or vital signs
» B/P, Dyspepsia, H/H, Behavior Monitering, TR,
l!-msgv cos ?

= Have facility report any values outside of
acceptable range to MD ang Consultant
Pharmacist

= Act on Information to maintaln optimal
patlient care

Monitoring
= Monthly tracking
» By facility
« By pharmacy
« By consuRant

= Prescriptions vs DOT vs Dollars vs Units

s Rx's from dispensing system

+ Pharmacist’s Interventions

= G Itant Cor t:
Monitoring

= Audit wholesaler
purchases vs
rebate data

= Audit market share
vs rebate data

s Provide feedback
to ctinical and
dispensing staff

w Take Action 11}

. REDACTED
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ACE Inhibitor Market Share

18| *Brand A
«All Oxbern

5%5%15%@%%

PRSI

osNEEERURE

H2 Antagonist Market Share

*Brand A

sAll Cthers

b33 -E-EEE

ééffffﬂéé'

Extended Release Theophyliine
Market

*Brand A
sAll Others

]

. REDACTED
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Atypical Antipsychotics
N Férid
Tt e

Proton Pump Inhibitors

T

e EHEERRE

f ?j:i’*'ﬁﬁj o o"*ﬂ*f e, ,p‘:,p‘*‘ &
+

o
I Al Otteer Brwtachy)

med BN

—

R PTYLEY +1
]

Success Tips

= Products are thergfeuticallv equivalent
or selected product Is superior

» Product offers a cost savings to payor

= Pharmacists and Physicians have
trusting relationship

» High acceptance rate for pharmacist
recommendations

= Good tracking methods

= Primary concern for Optimal
Patient Care

. REDACTED
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CONGRATULATIONS !

. REDACTED
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L TC Partnering

Page 112 of 182




Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-1 Filcjeyd\) 05/07/12 Page 113-0f 182°°'Paygeia#s 291
P j} N , ‘ \)ﬂ,(}h
L

Objectives e £o -
Upom complation of this section the atterdes will be abie vo ? —U; k k&tﬂ/
= Identfy areas where Abbott Pharmaceuticals \ \ N
can assist LTC pharmacies in the \ o9 %Q}‘_ .
¥ performance of their services. (P &{)})\
v » List the primary Factors affecting LTC N\ '
/ \* pharmacy decisions regarding G\\‘l '
\ pharmaceuticals. Ny BX 3
w» Create a plan for marketing Abbott x '\ v Ny )
?\ Laboratories’ products to the LTC industry. 7 hJ\>< N & -
&\V" K - v ﬁ@f"& ;

"
& . N Vi
/&\ Partnering K* 9'\0
N ¢
& Consuttant Pharmacists @0
» Emphasis on the clinical aspects of
Q pharmaceuticals
= Differentiation of product Ly
. = Qutcomes data ¢ \‘U
|7
L '\ @IN
R Y
AVl ,

Partnering

$
A
§
Provider pharmacists
-\ }ib « Information concerning good

business strategles and policies

= Profitability of product
= Coverage by payors
LAY » And outcomes data b
N
N

. REDACTED | Q
2002 \Q

Page 113 of 182



Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11  Filed 05/07/12 Page 114%F 182°'payeid#s 292
. ,
OJ
\u 9
K 9} N
R0

Partnering

» Value added services
« CE programming for LTC employees
» CE programming for LTC customers

« Phase I1I/IV studies

= Co-marketing
() !“

/9\

Partnering

LTC Pharmacy and Abbott
Laboratories working
together to bring optimat
patient outcoames tn the
LTC patient

2002
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Thinking Outside the Box
Exercise

1. Split into groups of 3 or 4. Discuss specific partnering options and value-added services.
List belaow:

2, Outline your individual action plan for account calls and market development.

REDACTED | 2002
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i {

Numerks identifler

MINIMUM DATA SET (MDS) — VERSION 2.0
FOR NURSING HOME RESIDENT ASSESSMENT AND CARE SCREENING

BASIC ASSESSMENT TRACKING FORM

SECTION AA. IDENTIFICATION INFORMATION
RESIDENT

1.

9. QGMWOFPEHSONSWHO COMPLETED A PORTION CFTHE
GASSESGMENTORWGW

NAME® Ieerﬂfythatm & accempanying Information accurately refieets rogident assessment or track-
ing Information for this restderﬂ and that | collected qr coardinated coflection of this informe-
MFW) b. (Midd's Iritial) ¢, (Last) d, Jr/S1) ﬂnnmhadateaapec@ﬂed?oﬂwbesiofnmmwbd g8, this Information waa collected in
2.| GENDER® 2. Famale | licable Medicare and Madicald requlramamn.lundars!a.nd that this
Informetion is asabaulstoremuﬂngﬂlatrmldentsmhaappmpﬂmmqualﬂy
a.arﬁ'n-lnm care, and as a baals for payment from federal funds. | further understand that payment of
- | | | | | | I | I | such federal funds and continued participation In the government-tunded health care
‘E mgmiamdmonsdmmeaocumcyandtrummm ess of this information, and that | may
parsonaliy subject to or may subject my o o substantial criminal, civil, andfor
4.| RacE® 1Ammnmcﬂanfmrmw mmc 68 for submitting falsa | onlatsoeamlymmmnaumnmuw
ETHNICITY | 2. Aslan/Parifie [stardar mtnl aubmitmisinformaﬂonbyhlshdlltyoni‘ttabehalf.
( 3. Black, nct of Hispanic origin 5 and To Dota
- |8  SOCIAL A Soclal Securlty Number
e | [T [ J-[]-[TTT] :
MEIJICAHEQ
[cNI.IMBEBh_Pm" b, Medicars mumber (or comparahie railroad irsuranca number)
o) [ [ T[] [ [ []]] :
gs. FACILITY | & State No. d
e (L] ] HEREREE
—T1 1 1| [F
. Federa! Na. : [ |
2
T.| MEDICAD
-E NO[ %+ h
ﬂ"l‘l
3| P (T I TIT1]|f
rocipient) @ -
C B. nséggws [Note—Other codes do not pply to s fomn] K
> a.Prm-uryrmm asanssmaent
% 1z m(raqmedhydwwl L
a. Slg'dnmmdwmh BSSOGEMOrt
4. Signifiant comoctian of piorfll assessment 4 QUALITY INDICATORS M
10. S &memmwmmmm - Incidanee of new fractures
0. EOF - Prevalence of falls

b. Mhm
ms%
4. Muodlerrn 50 dayr

50 day agsossrent
) JMM

mumm«um -

Am

8 Otherslste assesamant
7. Modicary 14 day assessment
& Qithar Macicarns roquirad assassmont

; [- - Signifies “angwem® that could iImpact G Remes Monitfied by 5 number
In a blue box (e.g., )

n-Hmnh'Bﬂ-N)h'Mﬂmﬁeﬂlajﬂﬁmhw
{  mema shadedth GREEN are Includad in the Medicars PPS RLIO- Grouper.
R In recormendnad thal thess Rerve be vertfed for acouracy,
{ALIG-M kay dewelopad in coopetation with Survey Salutlenss, Inc, Collmbus, Ohib)
® = Kay ferna for comperized reskient tracking
[]=wnen box bank, rust enter number or lettar @
[ ]=When lafterin box. chedk if congfion appiies
Fam 4 CPUDIEH (Row. G0 Racerlgt Frere SED-PASE, (NC. 800-430-0504

Prevatence of behavioral symptoms effecting othera
Prevalaenee of symptoms of depreesion

Frevalence of symptoms of dapmesion withaut
antidepresaant therapy

Use of 9 or more differert medications

Incidence of cognitive impalrment

Prevalence of bladder or bowel incontinence
Prevalence of occaslonal or frequent bladder or !
bowel incontinence without a tolleting plan
Prevalence of Indwelling catheters

EEEEE6 coon aozoo
1]

[ ] = Prevalence of fecal impaction
- Prevalence of urinary tract infectiona
- Pravalence of welght loss
- Prevalence of iube feeding
~ - Prevalence of dehydration
3 - Prevalence of bedfast residents
EEd - incldence of decline In lale loss ADLa
) - Incidence of decline In ROM
E) - Prevalence of antipsychotic use, in the absence of
paychotic and related conditions
- Prevalance of antianxlety/hypnotic usa
- Prevalance of hypnotic use more than two times in |ast wesk
- Pravalence of daily physical raatraints
- Prevalence of Iittle or no activity
~ - Prevalence of stage 1 - 4 pressure ulcers

\ W - ldentifles Gis thet are associated with a eentinel health event. J

GENERAL INSTRUCTIONS

&;ﬂmmﬁmmwmmwﬁruw
isston, Wicamt Change, Stats or care required assesamonts,
ar Guartorly Roviows, ofc.}
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RAesident Mumeric Idemifier,

MINIMUM DATA SET (MDS) — VERSION 2.0
FOR NURSING HOME RESIDENT ASSESSMENT AND CARE SCREENING

BACKGROUND (FACE SHEET) INFORMATION AT ADMISSION

AB. DEMOGRAPHIC INFORMATION SECTION AC. CUSTOMARY ROUTINE -

Data the stay Note — Does not indlude readmission /f reoord was 1. |CUSTOMARY| {Chack appiy. ¥ efl indormazion LINKINCWN, check last b
dosedafm Mmmwmmmmm ROUTINE ::YG.E::IFF':;ILYE\"::;S tasi bax ony)

|_|_—| I_J_I |_|_ | {ggﬁg & Stays up fate at nighl (e.g., after § pm)

b. Naps reguiarly during day (at fezs! 1 hour)

:
]

2| ADMITTED éﬁmwmmmmmmum nursing c Goas out 1+ days a week ;
FROM Privats home homa health services home, d Sty with hobiles, reading, oo foed dally Rutne !
(AT ENTRY) 3whumgmhomwsmemrnm “mm’; &hm%dﬁmahmormmw ;
5, Acute care hospital ==mﬂmluﬂh € Moves indapendertly [ncoors (with appliarces, i usad) :
&WW.M%DW 8 Uss of tnbaceo products at least dafly :
7. Refabiltaton hosptal from encther| |, NONE OF ABOVE ;]
3| LVED | 0.MNo m EATING PATTERNS
(p‘?a'.‘gP.'Em 1Y L Distinct food preferences
p
ENTRY) | 2 fn omer faciy |, Eats betwasn meals all or most gays
4.| 2P CODE % Usa af aleohalie beverage(s) &t least waekly |
S 11 e

PRIMARY
RESIDENCE ADL PATTERMNS
§.| RESIDEN- | {Chack all settings rasidortt Sved in during 5 years prior o date of bedciothes much
TIAL | artiry given i Kom ABT above) m. In of dey
HISTORY n Wakems % et all or most rights
YEARS | @& Prior stay Bt ths nursing home

5 o. Hes imeguiar bowel movament pattem
PRIOATO | b. Sty in ather ruming home
ENTRY p. Showern for bathing

~P[r]e FP]

:
8
:
ji];ssr-rj-p pl’?‘la— I"-rrv-l' PP [P[R[FIP|F

c. Othet residential and care home, assisted fving,
reside taciy—board . Bathing In PV
o MH/paychiatic sefting .
a MA/DD setling INVOLYEMENT PATTERNS
1. NONE OF ABOVE a. Dally conact with retatives/cioss friends
8. (I;lEcEll}g!AE_ L Usualy aftercts chunch, termple, synagogua (ole.) !i
TIONG) w. Firda strength b faith
Put r’ . Dally animal companion/presence ‘
hetween two w. Irvolved In group actvites
occupationa] = NONE OF ABOVE
.| EBUCATION | 1. Mo schexiing 5. Techrical school
T1E (Hignest | 2 ot gmaatots & Somecolage ¥. UNKNOWN—Residertarily urble to provide iformation
Lavid 3.9-1!@'&@ 7. Bachelor's
Compiated) | 4. B. Graduate degree
A LANGUAGE (cwa for comect responss) SECTION AD. FACE SHEET SIGNATURES
a Lenguage
0. English 1. Spanish 2 Fremch 3 Other SIGNATURES OF PERSONS COMPLETING FACE GHEET:
b. i cther, opactly & Signature of AN Assessmant Coordinator Date
. MENTAL | Does residarts RECORD inclicate whw retariation,
HEALTH | mental iiness, or davelopmental disabiity p
HISTORY | 0.No 1. Yes | cartify that the accompanying information accuratsly reflects resident assessment or track-

ing inforvnation for this nasidant and that | collected cr coondinated cellection cf this Informa-
ticn on the dates specified. To the best of my knewledge, this infarmation waa collocted ih
accordanca with icable Medicars and Medicald requirements, | undarstand that this
information is used as a basls for ensuring that residents recelve appropriate and qmmy
care, and as a basis for paymant from federal funds. | further unde that

10.| CONDITIONS | {Check aif conditions that are reiiad fo MR/DD status thal were
RELATEDTO | manifested before age 22, and are likely to continue indsfinitaly)

STATUS | & Noteppicabie—no MRDD (Skip to AB11}

" B D::'s g such federal funds and continued particlpation in the gmmmarﬂ funded health cara
- Fyndroms gemgramslsoondmonedonmsaecumsymmmrulnm this information, andihmmay
c Autism personally subjec! to or may subject my organization to aubstantial eriminal, eivil, andfar
d. Epllepay adminletrative penaities for submitting falss i n. | also cartify that | am authorized to
& (iher argani; conciion retated to MA/DD Submit his infarmation by this facity on 1t benel.
f. MA/DD with no orgenic condtion b. Signatures and Tile Sections Cate
11| DATE
GROUND c Date
WECRA —[ - T] =
d
COMPLETED Morth Day Year
% Data
L Dats i
g Data
" |=When beox blank, mus! entar mavibet or letter
2| =Whan ettsr In bow, check f oondifion applies )]

MDS 20 September, 2000
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Raa

bdart

{ i

MNumeric ldantfler

MINIMUM DATA SET (MDS) — VERSION 2.0
FOR NURSING HOME RESIDENT ASSESSMENT AND CARE SCREENING
FULL ASSESSMENT FORM

(Status in last 7 days, unless other time frame indicated)

3. MEMORY/ Lu? &l et resicent mas romatly gbde (o recal! during
SECTION A, IDENTIFICATION AND BACKGROUND INFORMATION ABILITY | o~ ot sesson " d. That hevd hm"m' m
- RESDENT b. Location of own room [b._| e NONE OF ABOVE are recaltec |
b. (Middlo Intial) ©. Stefinamesfaces |
2.| ROOM 4. {mmmmwwym
NUMBER Djj:]j smnl.;lsﬂ;on 0. INDEFENDENT—dacisiona
| assEss. | a Lastdayof MDS ebsanstion period DECISION- |
el L - -LT T T
Morth Yoo 5. INDiCATORS | (Gode b behavior I the last 7 Jmm
) b. Original (0 or tomectad copy of tarm (enter number of comection) QOF requineg conversations with family who have dlrect
s (o] DATEOF | Data of reentry from most recent o hosplaln ELIRIM resident's behavior aver this time}.
test 90 deys (or since lest asseasment or less than 50 days) Osdnvbornotpm
THINKING/ | 1- Behavior prasent, not of recent cnsal
| ’ |H| |_| | I | | AWARENESS 2Beruwurprasamwlast?daysagpearsd?ﬁammfrmnraﬂdmﬂuﬂnl
Dey e funciioring (e.g., new onset or worgening)
3 Par— 5 . 2 ALY OISTPACTED (e, cfculty paying attertton; gets
STATUS | 2 Mamied 4. Soparatod
e e
6] MEDICAL 0., Moves
reeoes | | [ | [ [ [T TTTT] ek blaes i ace;confisea gt ond
7l ﬁmm (Biling Office to inclcat; check all that apply In fast 50 days) - c.EPlSODESOFDlsonGANIZEDSPEECH—{:g.ﬁmg
FORNH | & Medakdpordem o | 1. VA perdem & d.PEHICD:::;:LESSNE - g, fidgeting or pickdng at ekdn,
STAY | b Medicars per diem o Seif or femily pays for ful per diem Gihing, napKing eiz; oquent o changes, repive Siyeirz)
©. Medicam angilary e h.MedIﬁdmnthntfﬂtym - movemants of callng ) 1, 17 '
part A e Madicara co-payrme
L Privaie ingumnca per di 8. PERIONS OF LETHARGY—{aq, supgishnass; starthg Into
€ e L] e oS T SR T
R e PUS per e |a. }- Othar per diam DAY—(e.g.. somstimes bettor, sometimes worse; s
[X HEéggNs &?Mmymham?mmwm“) mmmmﬁ N Eu
Admission assessment Rasiderts cognitive ahatus, skills, or abfittes have changed as
ASSESS- | 2 Annual assessment
e ﬂ' gmm ; hotlpmrlﬂ.d] wﬁ]mammm{mmmmnm -
J 5, Qﬁ';‘naﬂymmmm 0. No change 1. Improved 2. Detericrated I, 17+
thigisa | 6. Discharged—retum not anticipated
7. Dischamped—matum
m 8. Diad\argedpdnrm ng initial assessment apptance, i used)
o [ S — g
s% i OF ABOVE " per zHEARsmspEcmsnmﬂousgmv—epeakarmmaqm -
MDS fema uwthMwhm QMGHLYI%JMR%MMMWM 4
2 Medicare 30
compietecy| % 324 {Check alf that apply during fast 7 days)
i ‘Wﬁmwm“ﬁ‘* & Hearing ald, present and used
Modicare - assassment b. Hearing ald, present and not used requiary
g: assassment .1%%5’?”” . techniques used (e.g., i reading)
‘ 4 %g% (Chock 2 usad by resident Io ke needs krowr)
9.| RESPONSI- | (Chvock aff that apply) d. Duratie power attomeyfinancial | &. Speech d. Signs/gestures/sounds
BILITY/ B Wi o
BTy &mm. - . N nﬂrnor 5 [, 8. Communication besard
. Other bl overaight | Famiy memmber responsiie c-ﬁrmrlmnls!mhrw 1. Other
<. Durahia power of . Patiert responsibie tor sett L or Braila 5 8. NONE OF ABOVE
@r |c @ NONE OF ABOVE B 4. MAKING (Emmmmm—mm
5, SELF 0. UNDERSTOOD
10] ADVANCED M#ﬁ&mmmmmmmm UNDER- 1MLYUNDEHSTOQ!J—dmmﬂ i i or frisht
8- Liing wil t. Faeding restrictions 2 UNDERSTOOD—abilty s mited t makirg concrete -
b. Do nat resuscitate  |by g Madication restricions
c. Do ot hospitalze s, h. Ctther traatment restrictions %Mum 4
d 5. SPEECH | (Codeforspoechin the last 7 days)
CLARITY oamspsfc:-i—dmmngnﬂa .
i SECTION B. COGNITIVE PATTERNS zmspsscu—mmmmm
1.| COMATOSE | (Persistart vegaiative stata/no discomibie consdmmness) oormteni—however
(o 0. No CNE 1.Yes  (yes, eiip to Section G) - ® AONDER g‘wwmw,‘:smm o
2| MEMORY | (Recallof what was leamed or known) LN 1':.:smuvu~o£nsm~os—maymsssmmepmrrmma«
aShmmmanK—mmdﬂmraturecaﬂaRarSmlnm mﬂssg
0. Mamary OK 1. Memory pblem 2 |3 2 gm MESUNDEHS?NDS—stadaquawwtosnmpia
b. Long-term memory Ok—aeerma/appears to recall long past 3. RAREWHUNDEHSMDS 24 )
0, Memory CK. 1, Memoery problem 2 :
7.| CHANGE IN Hmmwmmm hear information has
[_]=Whsn box biank, must enter number of letier iyt suiliiatan R €) COMMUN- | changed as comparad o statis of 96 daya ago {or sinos las -
[a 1= Whan tettar n box, ek if conalion appiies  EJE - N1a + Ntb+MNic <1 ard Bl =0 HEARING { 0. Nochance %@ 11920k 17+
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Residar Numers [dertifier
5.| CHANGE IN | Resident's behavior status hes as to gtatus of 80
SECTION DL VISION PATTERNS BENAMIORAL s(orsw:’m Imm,
1.| VESION | (Abity to see in adequale fight and with giesses ¥ used) SYMPTOMS | 0. 1. Improved 9 2 Deteriorated 1, 27*
omsomrs—seasmmindummmrpmnm O . 0SOCI2 0

1, rﬁfﬂﬂoﬂ.k:sﬁgo—sees large prnnk, but nol regular prirt in newspapers’

2. MODERATELY IMFAIRED—imited vision; not able to see
rewspaper headlines, but can identity objects. 3

3. HIGHLY -’MHMF?ED—Ob]ect identification in guestion. bt eves
appear o follow ohjects.

4, SEVERELY n'MF!ﬁJHED—m vision or sees. only light, colors, or
shapes; gyas do rot appear ta follow objects

2| wvisual |a. Side vision problems—decreased penpheral vision (e.g., leaves

LIMITATIONS/ |  !ood on one side of tray, ditficulty fraveling, bumps into pacple and

IDFFICULTIES| objects, misjudges placement of chair when seating self). 3 -

h. Experlences ary of following: sees halts o rings arourd lights;
sees flashea of light; sees “curtains® cver eyes " _

©. NONE OF ABOVE
Glasses; comact lenses; magnifying glass
0. No 1.\%59 fiing ¢

& At eass interacting with others

h. At sass doing pianned or stuctured activities

INVOLVE- | ¢ At aase doing seffintiated activites

. Establishes cwn goals 7

e. Pursuas Invevarment in Ko of faciy {e.g., n-aakaaﬂmeps
imnvaved in a.dMﬁB.raapondsposmw rﬂvac'dvﬂﬁas:
asatsts gl ous sErvices)

£ Ancepts rwitationa o most group activiles

g. NONE OF ABOVE

2 |UNSETTLED| A Covert’open conflict with or repeated criticism of staff 7

b. Unhappy with rommmats 7

SHIPS €. Unhappy with rasrdents other than roommate 7

d. Openly expresses conflictfanger with lamilyfriends 7

a Ahsance of personal comtact with familyArnends

{. Recent koss of ciosa lemily memberfriend

g Does nat adpus! easly b changs n outires

h. IYONE OF ABOYE

3. |PAST ROLES| a. Strong idenification with past roles and |ife stalus 7
b Expresses sadness/angerempty feeling ower lost roleststalus 7

¢ RAesident permoives that daily routine (custormary routine, activities)
is very difterent fram prigr patiern in the community 7

-
E
[+]
M

0. Indicator m):n exhibited in last 30 days

0 1. indicatar of this type exhibited up to five days a weok

AN!IE'I"I' 2. Incicater of this lype extibited daty or almest daily (6, 7 days a
L]

SAD MOOD ( VERBAL EXPRESSIONS

QOF DISTRESS
& Reskdart mads negative & NONE OF ABOVE
gitements—e.g., it
{Ela-Elp=12) mm'gm ECTION G. PHYSICAL FUNCTIONING AND STRUCTURAL PRCBLEMS
8 dead: Whats the use; 1.| (A) ADL SELF-PERFORMANCE—{Cade b resiasmf's PERFORMANCE OVER ALL
having fved 50 SHIFTS during tast 7 dys—Not inchuding setup)
(Ein=12) | fongsLetmodef 0. INDEPENDENT—-No halp o cversight —CR— Helpfoversight provided arfy 1 or 2
17* b.mvacrm—egﬂ timea during tast 7 deye
_ " oo | gy )
Fo=18 71 dnatas 1057 reatonshin s O s 1 2 e Sl o oy s oo
. Flepsiitve provided ondy 1 or 2 times during last 7 days
E&Sﬂ"ﬂ out for help, @: LIMITED ASSISTANCE._Resident ighly involved in acivi; received prysical help
haip ma?) n guided maneuvering of limbs or othér ronweight bearing assistance E o mara fimes|
o Porsiatent angar with saf —OR—More halp proviged only 1 ar 2 imes duning tast 7 days 1
or others—e.g., easly 3) 2. EXTENSIVE ASSISTANCE—While resident perormed part of ackivity, over last 7-gay
annoyad, anger period, help o tollowing type(s) provrded 3 or mors Gmes: |
In sl -— Weight-bearing suppart '
muw? I Sad, pained, wanted facial — Full staff perkarmance during part {out not all) of last 7 days
received furrwed - o - -
0. 5at . brows & - 4. TOTAL DEPENDEMNCE—Full slaff performance of activty during entire 7 days.
*f &rn nattdng, | &m ;?m m. Cryiryg, tearfulness 8. ACTIVITY DID NOT OCCUR during entiva 7 days
uss fo .
Exprossions 1. Repetittve physical (B} ADL SUPPOST Pmnmmummmmm A @
wamm Wﬁ-m )z;snm SHIFTS Ingt 7 days; code regenilems of residonts -
fears—e.q., fear of being fidgeting, 4,5 perrmance
laft
i with others :;nsso; mﬂ;ﬂm . ? Nuwﬁmwpryﬁwlhdpmshﬂ
Withdrawal from activites 2 m]psmwm 8. ADL acivity et did rot
& temible Is about W&Mh 3, Twow pamsors phyeical assst ocour during entire 7 daya
1o happen—a.g., belioves haing with famiiyidends G
haorshelsal%ntndla. . Recuced soclal a How residont mowes to and from g posttion, tums eide to side,
hava @ heart antack intoraction MOBLITY g positions body whiainbed 1,234 =54 2348= :s
2. moop | One or mora Indicators of depressed, sad or amous mood wers b.| TRANGFER | oW esidert moves between suraces—iofrom: bed,
PERSIS- gitered by attempts to “cheer up”, console, or powon{ExoLUDEm'ombmﬂnﬁet}
TERCE mhmﬁumﬁ?m " 1234 = ﬁmﬁ --

0.Namood 1. Indicators present 2. indicators prasent,
indlcators  easily altered. & nat easily altered. &

3| CHANGE | Resident's mood status has changed as compared to status of 90

e WALKIN | How resident walks between locations in
ROOM hishermom  1.2,3.4 = 54

N MO0D ug {or since kst assessrrant i less than 90 days) a4 mn How resicient walks n eomdor enunit 1,234 = 54
Q. 1. Improved 2. Deterorated 1. 17 — e
a.| LOCOMO- | How residem moves batween locations in his/her room
4 Bmﬂ%% g mnmmlm%hlast H7d‘“ TION aqmmmmfmm‘uhm,
@1 Beha\rmrofmlstypemrradﬂoadaysin last 7 days ONUNIT | oncoinchalr 1234 =54
[ 2. Bahavior of this type occurmed 4 10 6 days, but less than daily .| Loco tncations
(@ 3. Behavaor of this type occurred dally N | oo i arites, o oo 4 (“Fm
{B) Bohavioral sympiom siterabifity In ing{ 7 days OFFUNIT | anly one flnar, how moves o and fram
?Ammrmm?"nm was eagly atered @ ® the HmMrsefLsumwmymmm1234 irl
¢ DRESSING mmpmm.mmmwwmdm
O S 5 e sy poarel purpose, semingly clothing, including donning/rameving prosthesis 12,34 = 54
nx;ﬁMAH.lSNEBE]-M\HOHA;SYMP‘%MS 8 h.| EATING wmmm dakﬂl} mnasmm
B8 Wers tinsatened, screarmed at, cursed 1 ]
& PHYSICALLY ABUSIVE BEHAVIORAL SYMPTOMS P 134~ 34 *
{others ware ht, shoved, soeiched, sexyally abused) 9 [E) i.| TOILET USE I-hwraddaﬂm buetmn(urmbedpaﬂ.mm T
d.SCX:MI..LY INAPPROPRIATEDISARUPTIVE BEHAVIORAL tramferu\l'oﬁ d-aTm manages ostomy
SYMPTUMS(rmdacﬂmlphsm sereaming, adjus‘lsduﬂm 1
sefl-abusive actn, sl hehavior or dizrghing [n public,
mmmmm nenmagad hrough athers’ {.| PERSONAL | How resicam nduding
belongings) & B HYGIENE mrmmm hing malenp -. _
e, RESISTS CARE (resistad taking madicetions/ injections, ADL oo, hands. - :
assistance, or eating) 9 (15 1234 =

I - vefer fo o R muttesid for avification @ Page %zamﬁ 2000
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RAesident Numeric Identfier
2.| BATHING |How resident takes full-body bathVshewer, sporgs bath, and 3. [APPLIANCES | & Any scheduled tolieting 1. Did not mwﬂa. -
transters hvout of tutvahower (EXCLUDE washing of back and AND b_;zmmpmgmn : ;
hair} Coda for most in spif-poviommance and support PROGRAMS or 5 9. Pads/briafs used 6 !
) %A‘IHIMG SELF-PEAFOAMANCE codes eppearbelow (A (B} €. Extarnal (condom) catheter h. Enemas/imgation
0. independem—No haip provided d Indwelling catheter 6 L
1. Supervision—Oversight help any 14 . Intermittent catheter 6 & | NONE OF ABOVE I
2. Physical help limited to transfer only  $4 Residents utrary ;
3. Physical hek n part of bathing actidty &4 i
4. Total dependence %4 2. Deteriorated [
8. Activity itssf did not oceur during entire 7 daya o ‘
are 4s in N Check those a tocument .
{Bathing support codes definad in em 1, code B above) mlgerwdlmﬂmm retationship mLmﬁmm
.| TESTFOR {M@mmmmmm‘?m rrmdand siah.m,medi@tmaﬂnen‘ls.nwslngmnltmhg.arﬂskd . (Do not list :
BALANCE | o, Mairtained position as required in test inactive diagnoses)
(se aining ; Unsteady, but able o rabalance seif without physical support 1.| DISEASES | (¥ none apply, CHECK to NONE OF ABOVE bay
traind . Partial pl suppont during test
manuafy or stands {sits) but does not foliow directions for test ENDOCHINEMETABOLIC/ ¢ HaripiagiaHemiparesls v
3. Not abla to attermpt test without physical help NUTRITIOMAL i Mufiipte sclarosia =
a. Balance whis standing 2 Diehotes mehus x.ParapImI? x
b. Balance while stting—position, trunk comrol  #7* :I”:E‘“ Oldis E :Parlﬂmsdlaeass :
4. | AUNCTIONAL | (Code for imitations during Iast 7 days that imerfered with dally funclions YR ik v
LIMITATION IN| or placed residertt at risk of Inj HEARTICIRCULATION as. Saizure discrsr aa
RANGE OF | (A) RANGE OF MOTION (B) VOLUNTARTY MOVEMENT d. Artarioadiantic bh. Tenslent lschemke
MCTION .D.Mulh'rdtaﬂon 0 Moloas disease (ASHD) attack (TIA) b,
) 1. Lirritation on ona side 1. Patial loss 8, Cardiar dyarhythrias cc. Trawrets bab ey [
) ® _gzmnna-nmmmmm 2 Fulless @ ®) 1. Cangastive heari kilure PSYCHIATRIGAMOOD
Nock g Deep voin thrombosia okd. Ardety dinorder ™
b. Am—inciuding shoulder or elbow :mm @8, Depression 17+ e,
€ Hand—Inchding wrist er fingar ({[[) L. Hypotension I7= . Manic depression (bipolas
“-LBD—'?W'EWP‘"W&S% ] Peripherslvascubar disezse 18] diseasa) .
& Fog—l Luﬂrqa.nkraur
y k. Ofter candigvascular g9 Schiznphrenta .
1. Othar Imitation or toss_m disease PULMONARY
A mg_r (Check off that apply during [ast 7 days} MUBCULOSKELETAL hh Asthma
LOCOM & Cana’walker/crutch n. d. Whaeichalr primary mods L Arhiritia L Emphysema/COPD
TION  ( }, wheled sef b of ocomorion m.Hip kecture BENSORY
. Otherporson wheeled 1o | 8. NONE OF ABOVE n ““"?(9-9-- f. Catamcts 3 I
o, i Dilabetic retinopathy
. | MODES OF (Smtaﬂﬂ:;ppfyduMgmrm p. Pathoiogical bons racture L Glaucoma 3 o
dtrme 16§ 2 d. Lifted mechanically NEURCLOGICAL mum Marlar degenemtion  (mm
b. Bed rlls sed for bed . Transter aid {e.., side board, G Azhsimor's disease OTHER
mchiity or ranstar b. trapazs, cane, walker, brace) r. Aphasia nr Allergies W,
¢. Lifted marually |=. 1. NONE OF ABOVE _ & Carehml palgy oo, Anaia oo |
- t Cerebrovascular accidert Ppp. Cancer e
ssgﬁssﬁm mm%mépwmbmlmmmuumuu7 {stroke) - Renal tallire g
- =0 coul riomn them Dermentia othar than
SMENTA- | days il pel - Demoria cther tar k. NONECFABOVE  [n,
8. - ADL mgwwﬁgdﬁsmmmmumnmm 2. |INFECTIONS | (# none apply, CHECK the NONE GF ABOVE bax)
TION | B Direct case staff balieve resident is capabls of increased = 8. Anfhialis nasistan intacton ﬁw P
POTENTIAL |  independence in at leasi soma ADLs 54 b {eug., Mesthicdln resistant Seqmly o
_ . -5 W
& Residen able to perform trake/actiily tut 5 wary slow . b, Clasiridum dFfcds (c. &R) [, I] 1&‘?“““; L
d. D¥erence [n ADL Sef-Perfornmance or ADL Suppart, compartng c Lnctiviis . Urinary act infection
momings o evenngs d d_mmm : In lam 30 cays {4 gFP| 1
& NONE OF ABOVE o & Preumona ™ k. Viral hepatits k
.| CHANGE IN | Residenta ADL seli-performance staius has as 1. Respiatory imaction 1. | L Wound imtechion L
ADL to stats of 90 days age {or since last assessment if legs than 00 days) m. NONE OF ABOVE m
FUNCTION | . o charge 1. Improved 2 Deteriorated - a] onER |= .
CURRENT | p, .
SECTION H. CONTINENCE N LAST 14 DAYS T g’l;rl\:l?_gg e .
.| CONTINENCE SELF-CONTROL CATEGORIES & -
{Code for resident's PERFORMANCE OVER ALL SHIFTS} AND 1000 | o, .
CODES =
0. CONTINENT—Comyptala comtral finchudas use of indwelling uninary catheter or
ostomy device that does ot leak urine or stool} O f ONDITIO
1. USLALLY CONTINENT—BLADDER, incomtinernt epi onca a weel or less; . B
BOWEL, fess fhan episodes 1 cI;RDBI.EH chu:kaﬂ present in faat ¥ days uniess other time frame
() 2. OCCASIONALLY INCONTINENT—BLADDER, 2 or mone times a week but not 1. DizinessVartige f1,1794
dally; BOWEL, once a weok gmmOKBMRSOFFLUID g Edoma 3
. . . Fevar 14
[ 3. FREQUENTLY INCONTINENT—BLADDER, tended to be incomtnen dally, tut 2. Weight gain ar loas of 3or h
a some cormral presert {g.g.. on day shift); BOWEL, 2-3 imes a week Frore pounds within g 7 I Hafucinations  27* b
4. INCONTINENT—Had inadequatp control BLADDER, muttipls daily epsodes: day period. 14 L b 8 1 :
‘BOWELaH[oralrmstlaﬂ)uHheﬁme - mtpls dally <p b. InabiTty 1o lia fizt due to k. Recurmant ling aspiations
ghortness of bregth inlestWdayn 17 k
(3 Bcgwmﬂ' Comml of bowel movernant, with appliance or bowsl continance ¢ Dehydrated: cutpt I. Shortness of breath L
NENCE | programs, femplayed 1,234=16 (EEER exceeds nput. 14 m.Syncope (faintng) 17+ | .
BLADDER | Conirol of urinary biadder d. Insufficien fuic did NOT n.Unstsadygatt 17+ i
CONT}- | soak trough undarpantts), with appliances {e.g., fol consume allaimoat al ©. Vomitng o
NENCE | programs, femployed 2.34=196 fiquids provided during p- WONE OF ABOVE
2| BOWEL |a Bowel eimination patiem laot 3 days. 74
ELIMINATION|  regular—at east one . |cDiartea OTHER
PATTERN movement evary three daya d. Fecalimpaction 7+ EE}) 8. Delusinng
h. Constipation #7+ a NONE OF ABOVE

17% - refer to 8 RAI manwal for clarification (] - Ha or H3b not checked

MDS 20 September, 2000
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Readent .. _. . . _. Numeric Iderfier
2 sv;:%m (Code the highest level of paln prasent in the kast 7 days) SECTION M. SKIN CONDITION
“m,ﬂm;hu‘ & INTERSITY of pain ‘Racord tho numbar of uipers at each uicer stage—regardiess of
showa avidence of pain 1. Wad paln ) i rore cgg:s%_ mﬂ'ﬂ‘%@d&m aﬂmatsppfydwtng
0. No pain (gidp to 9 2 Moderate pain (Cum to any A wm”',h' Mm',.
1 Pains ety p—— R R o e ke
2 Pain gally horible or excruciatng )
b Stzga 2. A partia) thickness [oss of skin iayers that preserts
.| PAINSITE | (i pain presont, check all sites that apply in last 7 days) clinically as an abrasion, bligter, orsmihwuainr
& Badk pain 8 f. (ncisional pain t c. Stage 3. A full thickowess of sidn is lost, the subcuEREoLS
b. Bone paln b. @ Joint petn (other than hip) |8 m%madmm ar without
¢ Chast pain while daing h. Satt s pain 0. Staga 4. A fuil thickness of skin and SubCUIANGGUS tissuais lost, |
usual activities e. {e.g., bosiom, muscle) h exposing muscle or bane. i
& Headacha d. L Stomach pain ]
2 {For each of uler, coda for the highest stane In the last 7
e. Hip pain o } Othor TIPESF s uSg sces n s M1, Gorond; St898s 1. 2,5, 4
. ] & Pressure ulcer—any lesion pressure resulting (n
e gy W < a2 | < DERIGAE ’
% £ . o 1234 = 16| b-Stasis ucer—open (eston caused by pocr droulaton in the lower
i d. Other radiure in axtemties
b. Fell in past 31-180 b iat 180 days ) }
days 17117+ @. NONE OF ABOVE .. 3. I'DS’TOR":'E%‘ Aesidant had an ulcer that was resolved or cured n LAST 80 DAYS
Sif STASILITY | o Gonciitons/diseases mae residanfs cognitve, ADL, mood or ULCERS | 0.No 1Yes 16
CONDIIONS! m"""mdﬁ‘"“b'“m‘ {(fuchiating, precartoLs, or 4 [OTHER SKIN| ( Chack ail that oppty during @5t 7 daye)
b Residart enperiencing an acule eplsods or a fareup ol g OR LESIONS| & Abnasions, bruises B
recumen or chronic problem PRESENT | b, Burrs (second or third degree) b
¢, End-ginga diseass, 6 of lewar months to e £ Open lesions ofhar han uicers, mshes, cuts {¢.g,, carcer lesions) (=
d. NONE OF ABOVE d. Rashes—o.g., iMBririgo, eczpma, dnag resh, eal rash, herpes 2oster |4
SECTION . ORAL/NUTRITIONAL STATUS ©, Skin desensitizad © pain or pressue 75 L)
1. Skin team or aa (other than surgery) [
1.| O©ORAL & Chewing problsm a - Surgical wounds 8
PROBLEMS! |, Swallowing problem 17 ™ h. NONE OF ABOVE h
€. Mouth pain 15 o 5| SKN {Check ali that apply during Isst 7 days) j
o NONE OF ABOVE < TREAE | a Pressue refieving devicels) for chalr o |
2| WElGHT | Fecord a) height i rches o o) waigh in pourds. Bass weigh o MENTS | |, prossure refieving devicals) ot bed b}
AND most recert measure i laat 30 days; measuro woight consistantly in acoord & Tumingrepcsitioning program c
WEIGHT mm@mag,mam afler voicing, before med), with
shoes off, and in o Mutrition or hydrafion intervention © manage skin prublens d
a.HT{in.}D I:.WT(I:b.]| @. Ukcer care e
1. Surics) wound care 1.
3] wEGHT |aWsighticss—5 % or more in iast 30 deye; or 10 % or more @ Application ¢f dressings (with or withcut topical medications) other
CHANGE tn last 180 days N0 than o teet o
1.% .
s 2 . Application of cinmentaimedications (ofher than In fest) n
h. Welght gain—5 % or more in iast 30 days; ar 10 % or moe L Ofhes prevertative or protective &40 cam (ofher than 1o feet)
In last 180 days NONE OF ASOVE 1|
0.No 1.¥es L. NONE oF -
4| NuUTRE | a. Complains about e taste ©. Leaves 25% or mara of food el FOOT Check alf thet apply during last 7 days,
TIOMAL of many fonds 12 2 unealen at most meals 42 |2 FPROBLEMS ( il )
PROBLEMS AND CARE | & Fesident has cne or more foat problemns—e.g., conms, callouses,
hHegulamrr;peﬁM ol MONE OF ABCVE _ burtions, hammer toes, overlapping toes, pain, stnctursl problems (o
compiaints of unger [, b tntecfion of the foo—e,g., cellutie, punien dminage ..,
5[ NUTRL [ (Check afl that apply inlest 7 days} acppleman ¢ Open lesicra on th toot -
APPAPAEH | 2 Permemv 1224 [o | howeenmeas d. Nofiy/ealicsss trimmed curing et 90 days 4
b.Feocingibs 1224 @R | o co ey stanized #. Recgived prevertative or protective oot care (e.g., used special
¢. Mechanically afered diet 748 | © bty uteral], g Ehoes, nserts, pads, toe separaiors) [a.
d. Syringe (oral feeding) 2 0, ] h Gna f. Appiication of dressings (with ar withaut topical medications) 3
e, Therapeukc died 12 mﬂ Blpmﬂlad.ldgm g WONE OF ABOVE B
SIEN 1. NONE OF ABOVE O : PUR PA H
. | PARENTERAL! Soction L i mithor checkeoy 1. TE Check appropriate ime periods over iast 7 days)
OR ENTERAL {8kp to L¥ Sanor 5o BWANE i(?laddrumkaallnmmmﬂmﬁs..mpsmmremnwhmr
INTAKE | & Corde the proportion of toted calories the restdent secakvad Bucugh per time period) in the:
o tubm feedings in e et 7 daya _ o=
3 5% 75% a. Moming @ 108 [
11%(025% 4, 7% o 100% B, ARamoon d.NONEOFA-BOVE - d i
2. 26% to 8%
b Gode e awerage futd intaks par day by IV o tube I last 7 days JI (ﬁmﬁdwﬂlsmmddpmSMonO)
0. Neng 3. 1001 o 1500 oc/dzy 2.] AVERAGE (mmmmmmmm«mLm}
1. 1 1o 500 co/dey 4.1501 to 2006 o/dzy TIME 0. Most—mors than 2. Litfe—ess than
SECTION L. ORAL/DENTAL STATUS . 1310 213 of tine 3 Nore &
. a.|PREFERRED| (Check all settings in whl‘dl&dwtmammm
a. Debris (soft, easily movalde subsances) presen in mouth prior o ACTWITY | g Own soom
PCeASE gaing o bed atnght 75 SETVNGS | |y pajarsviy room u . Outsids faciity
PREVENTION| b. Has dentures or rernovabie bridpe e Inside NHiofuntt o &. NONE OF ABOVE a
¢. Somefall natural ket lost—does not have or dogs not usa 4.| GENERAL | (Check alt PREFERENCES whether or niot activity is curently
dentures (or partial plales) 15 ACTIVITY | avalabis to resident)
d. Broken, Iposs, of carious teeth 75 PENEFCE; & Carda/other game [a ﬁ Tripsfstapping X
o . . b. Crafisfarts 'Y Yaking/whealng cultoors |
£. Inflamad gums (gingiva); swollen or blaedin S, oral abcasses; {adapted o .
ulcars ur?asheég 15 9 gum ma!denﬂtt's - Exweiseiaports e II: wamh:gw L
curre o, Music d. Gaening or plants I
d ‘deriu . . "
E;“g’ﬂmi?m"'ﬁ"” res or dially mouth care—y resident | abliitias) o. Alcatingfwritng  [a. k. Taking or corvarsing <
t. Spiituakrelgous L. Helping others L
& NONE OF ABOVE h’- actvides 2 m. NONE OF ABOVE m.
F7v - refer to 1t RAS mennal for lavfication @="Two tems required to irigger ® -Nta+Nib+Mc<1and B1 =0 MDS 20 Septerber,
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{
RAealdant Numeric |dortiflar
& CHANGEN 3"@‘33’@93 e ko 404 2 Major changs 104 || DENGS | (Uer fne following codas for iast 7 days:}
ROAALY e | 2 Type of activites In which resident is currenty involved RESTRAINTS 1-””"'*‘??“’*“"*’*”
. Extent of residont nvohament In activities [ 2. Used daily
SECTION O. MEDICATIONS Bed rells .

e — Full bed mils on all open eides of bed
b — Other types of slda ralle used (a.g., half mi, ore Sida)
e Tnmk mamait 1,2=If119 2=I6

. NL&&E&E&:F (Record the number of diferert medications used in the el 7

dnys; eniar 0" F narme Lsed)

TIONS d Limb restraimt. 1,2= 18
2| MNEW (Rasitent cumrertly receiving medications that wers inftated during . Chairpreventis dsing  12=18 R
MEDRe | oamet B | v 5.| HOSPITAL nmmrdmmmmmmmmm

STAY(S) overnight stey tn last 80 daya {or since last assessment I leas than

90 days). (Ener 0 no admissions)

6.|EMERGENCY| Recond mumber of imes resident visited EF without an evemight stay

ROOM&R) in last 90 days {or since last assessment if less than 90 days).
VISIT {Enter 0¥ no

3.|INJECTIONS | (Record the number of DAYS Injactions of recedvad during
the fast 7 days; erar "0 if none wlma} oy hpe

ol Dars | (Rocord the number of DAYS during Iaat 7 days; erier 0" Frial
RECEIVED MMI’WMWUMFMMM

a Artipsychatic 17z wI7+
b Atandety 17= 17, w2 7%
£ Antidzpressan 1-7= 11,8 7%

visiis)
7. PHYSICIAN | I the LAST 14 DAYS {or since admission if less than 14 & -
VISITS o

haow many days has the {or authorized

%mﬂnwm {Entor ¢ if none)

B.| PHYSICIAN lnmLABTMMYStm";ﬁ::MnHImmu In
how many phwsiclan {or aithorized or

ORDERS mundw@%mm“mmmm

mmm(&mwm

ESPEMMWWPWBNWW

the lant 14 days 5.| ABNORMAL redder;‘td mgbmmmmmmmmso
MENTS, L W or LAB VAL UES aya(orm missian)
DURES, AND| THLATMENTS PROGRAMS 0. No 1, Yoo
P :W & m.Acoraltng reammart. | SECTION Q.
Cialysls program
& IV mexdication e n. Alzhaimersidementia
. ImBkefotmt d spacial cane urit
8. Mot acute & Hospies care
medical conditon e, B Pedlairic unt
t Ostomycam f. 4. Resphs care 0. Mo 1.Yas
B8 Coeypen tharapy 8 r. Training n sidly requtred o
retum (o the commuriy &.Stay projacted to be of a shart duration— discharge
h. Racation |:" (2.0. taking medications, mwm{mmmaﬂmmm&emM)
L Suctioning L housse wl
(ﬁ. } Trachaastomy care I tramspartation, ) 1.Within 30 days 3. Discharpe status
[ oo k. Transhx=ons L3 a NONE OF ABOVE
- 2| oveRalL | Resident's overall seit sufficiency has changed significantly as
CHANGE N | compared to stahus of 80 days afo (or since las! assessment if less
b. THERAPIES - Racord tha nurber of and totef minutes aech of the CARE NEEDS| than 90 days)
foliowing tharaplas was administered {for at loast 15mfnmgsam3in X
the fasf 7 calordar days (Emer 0 /f none or less than 15 min.
[Note—count only post edmisslon theraples)]
{A} = # of days administered for 15 minutes or more
{B) = total # of minutes provided In last 7 days OAYS MIN
Wi ® | "TioN™N | & Fesident 0.No 1.¥e8
8 Speach - lanquane pathology and auriotogy - ASSESS- | b Family: o MNo 1. Yes 2 No tamiy
sarvicen MENT | . sionificantather: 0. Mo 1.Yes  2Nome
b.Occupetional therapy B, Z SIGNATURE OF PERSON COORDINATING THE ASSESSMENT:
¢. Pryalcal thempy o
. Respimiory therapy "
€. Paychological therapy (by any licensad maental @ Signature of AN Assessmant Coordinator {5ign on abowve )
e empep— e | e = [T - [T 1 1]
2| INTERVEN- | (Check all Interveortions o used In last 7 as col
TION matier whom received)

FROGHAMS
FOR MOOD, | & Specia! bataviar symptom evaltation crogram a
DEH/WION, | b Evaluaton by a loensed mental health specialst In lest 80 days b,
LOSS & Group thampy o
d. Residert-spacific deleruts chinges in the emvirorment to adoress
moodbehavior paltBms—ae.q., providng bureal bn which to ummags |g
#, Raorientatton—e.g., cuslng 2.
f. NONE OF ABOVE t
3.| NURSING | Record the NUMBER OF DAY'S sach of the foliowing rohabilfation or
REHABILITA- | restorative fechniquss or practices was provided io the reaidant for

TION/ more than or equal to 15 minutes par day in the leet 7 days
RESTOR- | (Entar 0 if nore or lesa than 15 min. dally,)

ATIVE CARE
B Range of motion (passive) t. Walking
b Aange o molion (ective} g-Dressing or grooming
& Spiint or brace assistance . Eaftr or swakiwirg
{shach TRAINING AND SKILL I Amputation/prostheats care
~r PRACTICE IN: | Commmumication
d. Bed mubily ke Otrer

o. Transter -

% = One of these bree iterms, plus at lsast
one other item required fo tigger

17* - refer to a RAI marmal for clarificakiom

MDS 2.0 September, 2000
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¢ ® $ L4 ¢
Rexaldert Numeric Idomfler

SECTIONT THERAPY SUPPLEMENT FOR MEDICARE PPS
1.| SPECIAL | e RECREATION THERAPY—Entsr number of deys and lotal mihutes
TREAT- of recreatian thempy adminigiered (for at ieast 15 minutes a day) in
Hw the tast 7 dayw (Enter 0 ¥ rone) DAYS NN

DURES

(&) = # of days administered for 15 minutes ar mors |- @
(B} = total # of minutes provided In last 7 days

Sldp unless this 15 a Medicare 5 day or Maditare raadmission’
refirm assassmont.

b, ORDERED THERAPIES—Has physiolan ardared any of

¥ not ardared, oidp to Hem 2

o. Through day 15, provide an estimete of the number of daya
whon at leasl 1 therapy senvioe can ba mpected to have bean .

o Through day 15, provids an estimath of thé number of
herapy minutes {acroes the thempies) thad can be
apectdtobedelvernd? . . -

IALKING foarn 2 ¥ ADL solf-performance score for TRANSFER
* M?IE%MOST (at. 8,12 or 3 AND 8 isan? one of e fallowing aro

SELF
SUFACIENT | - Rasirlert recaivad physica) therapy imvoiving galt reining (P1.b.c)
+ Physical therapy was ardesed for thi resident volving gait
training (T.1.b)
» Residant mceived ruvsing rehabTation for walking (P
= Physical therapy trvolving walking hes been disoortinued within
fhe past 160 deys

Skip to e 3 X residerrt did not walk [n iast 7 deys
’mmuommnmmmm

WHEN THE RESIDENT WALNED THE FARTHNEST
WITHOUT SITTING DOWN. (INCLUDE WALKING DURING
RENABILITATION

& Furthest distanca walked without dowm during this
episode, siting e

0. 150+ feet 3. 10-25 faet
1.51-146 fest 4, Less than 10 feet
2. 26-50 toat

b Time walked withcar sitting down during tis episode.
2. 1-2 minutes 3 11-15mirutes
1. 34 minues 4, 1630 mirunes
2. 510 mirutes 5 3+ mirutes

¢. Self-Parformvance ln walldng currig this eplsode.

0. INDEFENDENT—No help or oversigin

1. SUPERYISION—Oversight, ancouragement or cLeing
prowided

2 LIMITED ASSISTANCE—Resident highly mvoived in walking:
raceived In of limbs
focet physical guided maneuvering of

3. EXTENSIVYE ASSISTANCE—Residont received weight

beariy asakinnce whis walking

oL Wl associated with this code
Hnnu?ﬂuwg wih qiant}-b(

0. Mo estup or physical hedp from stafl

1.

o

a Paralked bare used by resident In assoclation with this eptsoas.
0.No 1.¥em

*| e [T =[]

MIXS 20 Septernber,
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i (

Mumeric Idarifier

SECTION U. MEDICATIONS — CASE MIX DEWMO

List afl medications that the resident recedved during ths last 7 days. Indude scheduled medications thet are used
regulerty, but loss than weekly.

1. Medication Hams and Dose Ordered. Record the name of the medication and dose ordered.
2 Route of Administration (RA). Code the Route of Administretion using the following list

1 = by mouth (PO} 5 = subcutaneous (SQ) 8 = inhalation
2 =sub lingual (SL) 6 = rectal (R) 8 = enteral tube
3 = intramuscular {IM) 7 = topical 10 = other

4 = imtravenous (IV)
3. Freqquency. Code the number of times per day, week, or month the medication ks administered using the following list

PR = {PRAN} as necessary 20 = (BID) two times daily QO = avery other day

TH = {QH) every hour (includes avery 12 hrs} 4W = 4 timea each wesk

2H = (Cr2H} every two hours 3D = (TID) three times daity EW = five imes each weok

3H = (Q3H) every three hours 4D = (QID) four times daily EW = 3ix imes each week

4H = {Q4H) avery four hours 5D = five times daily 1M = (Q month) ance every manth
6H = (Q6H) every six hours 1W = (Q week) ance each wk 2M = twice every month

BH = (Q8H) every eight hours 2W = two fimes every week C = continuous

1D = {Q or HS) once daily 3W = three times every wesk O = other

4, Amount Administered (AA). Record the number of tablets, capsules, supposttorias, or liquid {any route) per dose
administered to the resident. Code 889 for topicals, eye drops, inhalants and oral medications that need to be dissoived
in water.

5. PRAN-number of days (PRN-n). If the frequency code for the medication is “PAF, record the number of times during
the last 7 deys each PRN medication was given. Code STAT medtcations as PRNs given once.

6. NOC Codes, Enter the National Drug Code for each medication given. Be sure to enter the comect NDC onde for
the drug name, strength, and torm, The NDC code must match the drug dispensed by the pharmacy.

1. Medication Name and Dose Ordered : 3. AA | 5.PRN-n| 6.NDC Codes

@ MDS 20 Saptermber, 2000
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Numerke [dentifier

SECTION V. RESIDENT ASSESSMENT PROTOCOL SUMMARY '

Rasidont's Name: Medical Record Na.: i

1. Check if RAP is triggered.
2 Foreach triggered RAF, usa the RAP guldslines Yo identify areas needing further assassmant. Documant relewart assessment information regarding
tha residenf's status.
» Dascribe;
— Nature of the conditfon (may includs presence of lack of objective data and subjective complaints).
— Complications and risk factors thet affect your decision to proceed to care planning
~— Factors that must be considared in developing individualized care plan intervantons.
— Need for referrals/further evaluation by appropriats heatth professionals.
+ Documentation should support your decislon-making regarding whether 1o proceed with a care plan far a triggered RAP and the typef{s) of care plan
interventions that are appropriate for a particular resident.
. Dmmen‘tahmmayappearaJWBrammumerecmd(eg progress hotes, consults, flowsheets, etc.).
Indicata under the Location of RAP Asgess: xumentation column where information related to the RAP assessment can be found.
4. For each triggered RAP, u'!dlcateﬁwtheranswmplan care plan revision, or comtinuation of cument care plan |9 necessary to address the problem(s)
ldenﬂﬂedlnywrassessmsmTl'leGareF'lamhgDeasmncolumnmusltampletedwﬂun?daysofmplsﬂngmeﬂm(MDSandHAPs)

@

Care Plann
{a) Check | Locatlon and Date of )

A RAP PROBLEM AREA It triggered | RAP Assessment Documentation W"‘
1. DELIRIUM
2 COGNITIVE LOSS I
3. VISUAL FUNCTION ( ]
4 COMMUNICATION [ I
5. ADL FUNCTIONAL/

RERABILITATION POTENTIAL D N
6. URINARY INCONTINENCE AND l

INDWELLING CATHETER

7. PSYCHOSOCIAL WELL-BEING

oy
p—

& MOOD 5TATE

9. BEHAVIORAL SYMPTOMS

10. ACTIVITIES

11.FALLS

12. NUTRITIONAL STATUS

13. FEEDING TUBES

14. DEHYDRATIONFLUID MAINTENANCE

15. DENTAL CARE

558800000

16. PRESSURE ULCERS

17. PSYCHOTROPIC DRUG USE

BERERERERNRARANNTN

R |

18. PHYEICAL RESTRAINTS

B-1 Signature of AN Coord for RAP Assess P 2[~JmI_IDLI“| I‘rblarl I
. Signature inator for ment Process

3. Signature of Person Completing Care Ptanning Decision 4, Mo Day Year

© MDS 20 Septermber, 2000
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Sample Exhibit 269
Ran Date: ' Report 2 Repart Period:
1711999 2:53:52 pm Facility Quality Indicator Profile 17111998 1o 1213171958
. i Data Snbmitted By:
Farility: Facility Login ID: 1/5/1999
REDACTED _ T44
' Comparison
#in #in Farility Groop  Percentile
Domalw/Quality Indicator Nam Demom  Percent  Percent Rank
Accidents
1. Incidence of new fractures 1 159 0.6 0.5 27
2, Prevalence of falls 47 177 26.6 20.4 2
pigr/imofipnal Patternyg
3. Prevalence of behavioral symptoma affecting others 29 1n 16.4 19.9
High risk 24 100 24.0 26.0 6
Lowrisk 5 77 6.5 7.4 51
4. Prevalence of symptoms of depression 19 17 10.7 20.7
3. Prevalence of symptoms of depression without 5 177 28 10.0 0
antidepressant therapy
Clinical Management
6. Use of 9 or mare different medicatians 2 177 46.3 34.6 100
Cognitive Patterns
7. Incidence of cognitive impairment 6 47 128 9.1 89

8. Prevalence of bladder or bowel incontinenee 60 163 368 3%6 13

Highrisk 19 37 51.4 476 62
Low risk 41 126 325 363 14
9. Prevalmee of occasional or frequent bledder ar bowel 22 64 44 22.6 81
incontinence without toileting pian
10. Prevalence of indwelling catheter 10 177 5.6 74 14
11. Prevalence of fecal impaction 1 7 0.6 08 3t
Infection Control
12. Prevalence of urinary tract infections 32 177 18.1 9.7 100
Nufrition/Eati
13. Prevalence of weight loss 29 177 16.4 10.6 100
14. Prevalence of tube feeding 5 177 28 27 70
15. Prevalence of dehydration 0 177 0.0 05 50

Desipned and Implemented Yy the Center for Health Systeros Research and Amalysis. U, W, - Madison
for the HCFA Standard Avtomation System Aralytic Reporting System (beta-test)

. Sarvey Procedures far LTC Focilities-Exhibits &7
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Sample Exhibit 269 (continued)
Run Date: Report 2 Repart Period:
1711999 2:53:52 pm Facillty Qua!ity Indicator Profile 17171998 1o 12/31/1998
° g
Faeility: " Facility Login ID: 1/511999
REDACTED T44
Comparison
#n i in Facility Group  Percentile
Domain/Quality Indicainr Nom Demom  Pervent  Percent Rank
Ehyxsica) Fonctioning
16. Prevalence of bedfast residemts i1 177 6.2 1 100
17. Incidence of decline in late lass ADLs 18 108 16.7 17.5 61
18. Incidence of decline in ROM T2 120 60.0 143 95
Brychotropic Drag Use
15. Prevalence of antipsychotic use, in the absence of pgychotic 19 169 12 11.2 61
of related conditions
High risk 5 22 2.7 29.9 50
Lowrisk 14 147 9.5 1.4 T
20. Prevalence of antisnxiety/hypnotic use 37 169 219 152 100
21. Prevalence of lynotic use more then two tirmes in last 12 177 6.8 26 100
week
Quality of Life
. 22. Prevalence of daily phywical restraints 7 177 4.0 3.7 13
23, Provalence of little or no astivity 64 177 362 18.0 93
Skin Cars
" 24, Prevalence of stage 1-4 pressure ulcers 17 177 9.6 7.5 82
High risk 8 68 118 115 7
Lowrisk 9 109 83 4.0 100

Designed and Implemented by the Center for Health Systems Research and Amaltysis. U.W. - Madison
for the HCFA Standard Automation System Amalytic Reporting System (beta-test)

. 68 Sorvey Procedures far LTC Facilities-Exhibits
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REDACTED
Glossa
Acttvities of Daily Living (ADLs)

Functions required to be able to live independently, which include: Eating, Bathing, Grooming,
Transferring, Tofleting, and Transferring.

Acute Care
Care for a person with a single episode of a short-term illness or with an exacerbation of a
chronic condition,

Administrator

Person responsible for the averall operation of a health care facility. A term most associated
with hospitals and nursing homes, May be called the Program Director in community based
facilities.

Adult Foster Home (AFH)

Private residence where up to 5 non-retated elderiy or disabled people may live in order to
receive room, board, and personal care. Care provider must live in the residence full time.
Care providers are not required to be medically licensed or certffied.

. Alzheimer’s Unit

Provides medical and custodia! care for individuals suffering from Atzheimer’s disease.

American Association of Homes and Services for the Aged (AAHSA)
An organization representing nursing homes and assisted living facilities. Membership is
primarity made up of not-for-profit facilities.

American Health Care Association (AHCA)
An organization representing nursing homes. Membership is primarily made up of for-profit
facilities.

American Soclety of Consultant Pharmacists (ASCP)
An organtzation representing pharmacists who provide prescription services and consulting
services to the long-term care industry.

American Medica! Directors Association (AMDA)
The organization representing physicians who are medical directors of nursing homes.

American Geriatrics Society (AGS)

An organization comprised of any healthcare professional who is engaged in providing care
and/or services to the long-term care environment. Inctudes physiclans, nurses, social
workers, and pharmacists.

Ancillary Services

Hospital services other than room, board, and professional services. They may include x-ray,
. laboratory, or anesthesia. '

] REDACTED ' Page 1of 7
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Assisted Living Facility (ALF)

. Facility with over 5 residents who live in individual apartments or room. Meals, organized
activities, medication management, and some assistance with dressing and personal care
provided by hired staff. Care staff not required to be licensed or certified. Minimal
supervision by RN or non at all  Social model.

Assisted Living Federation of America (ALFA)
An organization representing assisted living facilities.

Balanced Budget Act (BBA) of 1997

A Congressional act that introduced Medicare + Choice, an option that was intended to reduce
Medicare costs. The act allows beneficlaries who have Medicare A & B to choose risk-based
HMO plans, fee-for-service plans, or Medical Savings Accounts.

Beds
Term used to describe the capacity of a facility. Used in hospitals and nursing homes. Not an
acceptable term in community based facllities. (See units)

Beneficiary
A person designated by an insuring organization as eligible to receive insurance benefits.

Bingo Card
A form of modified untt dose packaging, also referred to as blister pack or punch card.

Bundling

A contractual arrangement in which a seller provides several products at a discount. The
. products may be related, possibly from another manufacturer or unrelated, such as drug and
non-drug products.

Care Plan

A plan that identifies the resident’s care needs, describes the strategy for providing services to
meet those needs, documents treatment goals, and objectives, outlines the criteria for
terminating specifted imterventions, and documents the resident's progress in meeting goals
and objectives,

Care Staff
A loosely used term to refer to the staff providing physical care in all levels of care. May or
may not be licensed or certified.

Case Manager

An experienced professional {e.g., nurse, doctor, or social worker} who works with pattents,
providers, and insurers to coordinate all services necessary to provide the patient with a plan
of medically necessary and appropriate health care.

Client
Current term often used in place of the term patient, especially in community based care
facilities, and facilities for the mentally retarded or developmentally disabled.

Closed Formulary
A formulary that restricts prescriptions exclusively to the approved drug list. Emphasis may be
placed on generic substftutions and step therapy protocols,

REDACTED Page 20f 7
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Center for Medicare and Medicaid Services (CMS)

A Federat Agency under the Department of Health and Human Services (HHS), which
administers the Medicare program and oversees the states’ management of the Medicaid
program. (Formerly Health Care Finance Administration-HCFA)

Certifted Medication Assistant (CMA)

A person who has worked for a specifted period of time as a CAN then completed and passed a
standardized program in basic medication administration. May not administer injections or IVs.
Not recognized in all the states.

Certified Nursing Assistant (CNA)
A person who has compieted and passed a standardized certification program in basic care.
Provides assistance with activities of daily living (ADLs).

Community
See Fadility.

Community Based Care
Term used for facilities other than hospitals and nursing homes. Includes ALF, AFH, RCF,

Delegation
Allows non-licensed non-certified staff to perform some duties traditionally done by licensed
nurses. Requires teaching and supervision by an RN,

Diagnosis Related Groups (DRGs)

A systemn of classification for inpatient hospital services based on principle diagnosts, secondary
diagnosts, surgical procedures, age, sex, and presence of complications. This system of
classification is used as a financing mechanism to reimburse hospital and selected other
providers for services rendered.

Director of Nursing
The person who s responsible for all nursing care provided. Required in hospitals and nursing
homes. Must be a registered nurse. Also know as a Director of Nursing Services (DNS).

Disease Management

An information based process that provides an integrated, multi-disciplinary approach to the
prevention, dlagnosis, management, and treatment of various diseases. The goal is to optimize
the clinical and economic outcome of care for a specific disease state of diagnosis.

Drug Regimen Review (DRR)

A review of the record of each patient in the long-term care facility to identify drug therapy
problems or irregularities. DRRs are conducted by consultant pharmacists, and must be made
in writing. {Also known as Drug Utilization Review-DUR).

- Factlity

The building or environment where residents live. A more acceptable term replacing the word
institution. Now being replaced by the term Cammunity.

Fee-for-Service Plan

A method of reimbursement in which providers are paid a “reasonable or customary” fee for a
unit of service, Included are comprehensive first-dollar coverage, arrangements with
deductibles and co-payments, or plans wsing utilization reviews and mandatory second
opinions.
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Formulary
. An exclustve list of drugs for which a third-party payer will provide reimbursement. A
formulary usually includes lower-priced entries in a multiple source category, and will often

exciude higher-priced, branded products.

Health Care Coordinator

A loosely defined term often wsed in community based facilities to refer to the person
responsible for overseeing the care provided to the residents. This person may or may not. be
licensed or certified.

Hospke : '

A facility or program engaged in providing palliative and supportive care of the terminally ill,
and licensed, certified or otherwise pursuant to the law of jurisdiction in which services are
received.

Intermediate Care Facllity (ICF)
See Nursing Facility (NF)

Long-Term Care

Assistance and care of persons with chronic disabilities who require help with the activities of
daily living or who suffer from cognitive impairment. Long-term care’s goal is to help people
with disabiltties be as independent as possible; thus it is focused more on caring than on
curing.

Long-Term Care Provider

Any organization that provides long-term health care, The description applies equally to a
single nursing home or home health agency, a nursing home chain, or a large integrated system
. that contains a combination of long-term care services, including sub-acute care, skilled
nursing care, and home care.

Managed Care

A system of healthcare deltvery that influences utilization and cost of services and measure
performance. The goal is a system that delivers value by giving people access to high-quality,
cost-effective healthcare. A systemic approach, which seeks to ensure the provision of the
right heatthcare at the right time, place, and cost. (Also know as Managed Costs)

Medicaid

A federal program, partially funded by individual states, that provides medical benefits to
certain low-income individuals. Each state under broad federal guidelines, determines what
benefits are covered, who f eligible and how much providers will be paid.

Medical Director

A physician who assumes some administrative responsibilities in hospitals and nursing homes.
Not required in community based facilities. s paid for his role as medical director and must
sign documents and attend quarterly meetings.

Medical Model
Refers to physician centered philosophy of care found in hospitals and nursing homes. All care
is provided under the direct orders of a physician.

Medical Savings Account

A method of reimbursement in which the beneficiary is allotted a fixed amount of money to
spend on health care. Allows the beneficlary to control the selection of providers and

. therapfes.
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Medicare

. A federally funded program that uses tax dollars to reimburse providers for health care services
rendered to the elderly, ages 65 and over. The major benefits of this legislation include
physician services, hospital care, home care, and extended care facility coverage for a defined
period of time. This program ks voluntary and is financed through Soclal Security deductions
from employee-employer payrolls. 1t is handled through nation trust fumds. Part A covers
hospital and skilled nursing facility costs. Part ¥, for which there is a monthly premium, covers
physician services and certain outpatient procedures. While it is governed at the federal levet,
claims are processed through insurance companies that serve as fiscal intermediaries.

Medicare + Choice

An option introduced by the Balanced Budget Act of 1997 that was inteded to reduce Medicare
costs. The act allows beneficiaries who have Medicare parts A & B to choose risk-based HMO
plans, fee-for-service plans, or Medical 5avings Accounts,

Minimum Data Set {MDS5)

A CMS assessment tool containing more than 100 ttems that s filled out by nursing staff when a
patient is admitted to a nursing facility. [t is completed quarterly and upon a significant
change in the resident’s condition. K captures a patient’s medical condition, functional status,
sensory and physical impairment, nutrition, psychosocial status, dental status, activity level
and rehabilitation potential. !t Is based both on staff ocbservation and on previous written
reports filed on the patient.

Morbidity (morbidity rate)
1. An actuariat determination of the incidence and severity of sickness and accidents in a
wett-defined class or classes of people. 2., The actual state of being diseased. 3. An
actuarial determination of the death rate in a given population in a given period.

. Open Formulary

A formulary that allows physicians to prescribe as they see fit, whether or not the drug is on
the approved list.

Outcome
The resutt of a certain course of therapy, measured 1n terms of health impact and costs.

Patient
Consumer of health care. Term still used in some medical modet facilities. Not an acceptable
term in community based facilities (see Resident or Client).

Pharmacy and Therapeutics Committee (P&T)

An organized panel of consulting physicians, attending physicians, pharmacists, the director of
nursing, and the long-term care administrator, who function as an advisory panel to the facility
or plan regarding the safe and effective use of prescription medications.

Pharmacy Provider
A company that contracts to supply pharmacy services to 2 health care provider.

Prior Authorizatlon {PA)
The process of obtaining approval to reimburse for a service or medication.

‘Program Director
A loosely defined term referving to the person resporsible for the overall operations of a
community based facllity. (See Administrator).
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Prospective Payment System (PPS)

The system for payment of Medicare Skilled Nursing Facility care. Pays for a day of care on an
all-inclustve basfs. The case mix adjusted payment includes all routine, pharmaceutical
ancillary and capital related costs for each skilled day of care.

Residentlal Care Facility (RCF)

Facility with over 5 residents. Meals, organtzed activities, medication management, and some
assistance with dressing and personal care provided by hired staff, Care staff not required to
be licensed or certified. Minimal supervision or none by RN.

Resident
Person who lives in a health care fadcility. Term used in nursing homes and community based
facilities. (See Patient or Client).

Resource Utilization Group (RUGS)

The classification system that is being used as part of the Prospective Payment System (PPS)
for Skilled Nursing Facility care (SNF). The RUGs lIl classification system is based upon nursing
and therapy resource use across 44 different patient categories.

Restricted Formulary
A formulary that restricts the number of drug choices in a particular class. May have lower co-
pays for preferred products and higher co-pays for mon-preferred drugs.

Retirement Facility
Facility providing individual apartment living with organized activities, meals, security, and
limited or no health care services. No licensed nursing services.

Skilled Nursing Facility (SNF)
Facility providing skilled nursing care for elderly, disabled, and chronically fli patients.

Step Therapy
A procedure that requires physicians to use less expensive therapies in patient treatment
before going on to more extensive interventions.

Sacial Model
Refers to client certered health care. Client directs his/her own health care and maintains the
right to remain autonomous. Opposite of Medical Model.

Sub Acute Facility

Merges the intensity of hospital based services with the operation of a nursing facility to reduce
the cost of caring for serjously ill patients., The goal of sub-acute care is to stabilize patients
requiring cardiac care, pain management, extensive wound care or other types of Labar
intensive care so they can be moved to a less care-intensive facility.

Therapeutic Interchange or Substitution

The dispensing by a pharmacist of a therapeutically equivalent product without event-specific
approval of the physician. This practice is common in hospftals and/or formulary- based
programs for a limited number of selected rugs. Approval is generally provided by the PRT
Committee. This practice will become more common in the iong-term care facilities as PPS fs
enacted, .

Third Party Payer

A public or private organization that pays for or underwrites coverage for healthcare expense4s
or another entity, usually an employer (i.e. Blue Cross, Blue Shield; Medicare; Medicaid;
commercial insurers).
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. Transttional Care Unit (TCU)

Provides high level skilled nursing care for more acutely ill patients transitioning from hospital

setting. Also know as a “step-down unit™.

Units

Apartments. Current term used to describe the capacity of an assisted living facility. (See

Beds).
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Reference Guide

CMS F-Tags

For

issue F-Tag

Medication Change Notification

Labeling of Medications
Medication Errors
Sienificant Medication Errors
Medication Pass Observation
Medication Storage
Parenteral/Enteral Nutrition
Phamacy Services

QAA Committee
Sedative/Hypnotic Agents
Self-administration of Drugs
Side Effect Documentation

Unnecessary Drugs
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n Updat
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Explicit Criteria for Determining Potentially
Inappropriate Medication Use by the Elderly

Mark H. Beers, MD

his study updates and expands explicit criteria defining potentially inappropriate medit
cation use by the elderly. Additional goals were to address whether adverse cutcomes
were likely to be clinically severe and 1o incorporate clinica] information on diagnoses
when available. These criteria are meant 1o serve epidemiological studies, drug utiliza-
tion review systems, health care providers, and educational eforts. Consensus from a panel of 6 na-
tionally recognized experts on the appropriate use of medication in the elderly was sought. The ex-
pert panel agreed on the validity of 28 criteria describing the potentially inappropriate use of medi-
cation by general populations of the elderly as well as 35 criteria defining potentally inappropriate
medication nse in older persons known 10 have any of 15 common medical conditions. Updated,
expanded, and more generally applicable criteria are now avatlable 10 help identify inappropriate
use of medications in elderly populations. These criteria define medications that should generally
be avoided in the ambulatory elderly, doses or frequencies of administrations that should generally

eral common conditions.

notbe exceeded, and medications that should be avoided in older persons known to have any of sev-

Arch Intern Med. 1997,157:1531-1536

; ln 1991, ruczrl:hus‘ at the University of

‘sickest eMderly

California, Los Angeles.published the
first explicit critena idenuifying i m-
priate medication us¢ in oursing
residents, Thus, lhn;ﬂzcﬂn w::;
designed to apply to o frailest
populadons, Those crite-
ria were meani to serve researchers
cvaluating the quality of prescribing,
drug utilizarion review systems, and edu-
cational elforts. They were designed o
evaluate medication use in the sbsence of
¢linical information on diagnoses
‘because of the relative Imaceuracy of such
information in nursing home records.
The criteria have now been used as the

. basis [or scveral research smdies. 3¢

At the time they were created, the art-
teria Billed g vold in pharmacoepidemio-
rmethods.* However, even when they

were [irst published, the authors cau-
namdﬂnmpd:nnguﬂapmwwld

be needed. The growing need forsuch cri-

Fm&mmqmm.mwmqung
Prosidential Clzy, Philadelphia, Pa.

mhhasldmthurapphaﬂmhwm&m
they were never intended 10 be ned. For

ally, the original criteria have been modi-
fied by most who have nsed therm Some
have selected a subset of the criteria that
they believed identified the most serions

-prescribing problems, since the criteria did

not rate the potential severity of out- -
comes. Sinze the creation of the criteria, new
medications have come 1o the marker-
piace that were notconsidered during the
original Process gnd new 33~
entifiz information has become available
about the eflects and side efferrs of many
medications in older populations, Fmally,
the availability of clinieal information in
drug utilization review and resezrch data-
bases has tnereased 50 that dccurate infor-
mation ot concurrent diagnosis ks some-
times gvaibsble For all thess reaxsoms the
criteria must be reevahrated.
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Aeprinted Aom ine Archives of Intemel odiane

Celaber 1L 199/ Woldme 1'5

- ORIGINAL INVESTIGATION -

Cogymant 1357,

The Health Care Cost of Drug-Related Morbidity
and Mortality in Nursing Facilities

Background: Preventable drug-related morbidity and

mortality withinnursing [acilities represent a serious prob--

lem urgently requiring expert medical attention. The health
care costs of drug-related problems can be both immense

"and avoidable. However, the tesearch to date has been nar-
row in scope, focusing on the drug costs avoided and fail-"’

ing to consider the wider range of possible negative out-

-comes and potential drug-related problems,

Ol_liedivel: To develop a model of therapeutic out- .

comes resulting from drug therapy within nursing facili-
ties, to estimate the magnitude of the cost of drug-
related morbidity and mortality within nursing facilities

in the United States, and to assess the impact of phar-.
macist-conducted, federally mandated, monthly, retro- -
spective review of nursing [acility residents’ drug regi-

mens in reducing the cost of drug-related morbl.duy and
martality.

Methods: Using decmon analysis techniques, a prob—
ability pathway model was developed to estimate the cost
af drug-related problems within nursing facilities. An ex-

pert panel consisting of consultant pharmacists and phy-

J. Lyle Bootman, PhD; LTC Dondld L Harrison, PhD; Emily Cox, PhAD

- sicians with practice experience in nursing facilides and

geriatric care was surveyed to determine conditional prob-
abilities of therapeutic outcomes attributabie to drug

 therzpy. Health care urilizadon and associated costs de-

rived from negative therapeutic outcomes were esti-
'mated

‘Results: Baselme estimates mdu:ate that the cost of drug-
- related morbidity and mortaliry with the services of con-

sultant pharmacists was $4 btllion compared with $7.6

- billion without the services of consultant pharmaciais,

Conclusions: Drug-related morbiaily and mortality in

" nursing facilities represent a serious economic prob-

lem. Far every doliar spent on drugs in nursing facili-

ties, $1:33 in health care resources are consumed in the

treatment of drug-related problems. With the current fed-
erally mandated drug regimen review, it is estimated that

. consuliant pharmacists help to reduce health care re-

sources attributed to drug-related problems in nursmg

. facﬂmcs by $3.6 billion.

Arch Irl'tem Med, 1997;157:2089-2096

T

" From the Department of
Pharmacy Practice and Science,

College of Pharmacy, The
Uriveersity of Arizona, Tucson
(Drs Bootman and Cox), and

_the Clinical Investigation

Regulatary Office, Fort Sami
Houston, Tex
{(Dr Harrison).

EDICATIONS ARE pre-
scribed to nursing
Facility residents for
the treatment of dis-
ease with the intent
of achlmng an optimal therapeutic out-

" come. In the past, optimal therapeutic out-

come has'B¥en delined as “the right dmg
for the right patient, at the right time.”

- More recently, optmal therapeutic out-

come implies the absence of drug-related
problems (DRPs).? A DRP is defined as'an
evehit or circumstance involving a pa-
tient's drug treatment that actually or po-
tentially insasleres with the achievement
of an optimal outcome.? Eight categories
of DRPs have been identified (Table 1).*

Unresolved and/or unrecognized DRPs
may muanifest as drug-related morbidity and,
il left untreated, may eventually lead to drug-
related mortality, Although it is recog-

ARCH INTERN MEDVYOL 137, OCT 13, 1997

2089

nized that some drug-related morbidity and

" morality is due to patient peculiarity and

is thefefore unavoidable, there is consider-
able evidence that a large proportion of drug-
related morbidity is preventable.™”

Preventable drug-related morbidiry
within nursing facilities may be the re-
sulc of 2 number of factors, including in-
apprnpri.ate prescribing by the pbysician
“'or inappropriate monitering by the
pharmacist.? Viewing the cause of drug-
related morbidity and mortality within this
context, Manasse*® suggests that it be con-
sidered a “disease”™ whose clinical, epide-
miological, and economic impact should
be measured. Thus, drug-related morbid-
ity and monuality within nursing facilities
can be assessed using cost-of-iliness meth-
ods, providing a baseline measurement
against which new intervencions may be
evaluated 3

=
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physician visits. The direct cos: of drug-relaied marbidity
and maorality within nursing facilities, both with and with-
out the services of a consultant pharmacist, was estimated
by multiplying the number of health services used as a re-
sult of negauve therapeutic outcomes by the estimated unic
cost of each service. All calculations were based an 41 mil-
lion nursing facility physician encounters, which conser-
vatively assumes 2 initial physician encounters per month
for each of the 1.7 million nursing lacility residens. This

- estimaie was based on consultations with elinical faculry,
consultant pharmacists, and physicans practicing in nurs-
ing facilities.

COST DEFINITIONS _—

The rising cost, frequency, and duration of nursing facil-
ity care is a major concern to third-party payers el health
care. Therelore, the perspective taken in the study was
that of a third-party payer and every attemnpt was made to
cbtain values refleccing this perspective. Monetary values
were idenuified from previous published reports and avail-
able statistical reporis (Table 2). A vaiue of $27.01 was
usec! as the average prescription cest.'” The cost of both
an initial and subsequent nursing facility physician visit
was conservatively estimated at $561.00. This valug repre-
sems the national average allowed by Medicare for reim-
bursement to physicians.® The cost of an ED visit was
"taken from a review of recent articles reporting an average
cost of ED visit of $360.00;''4* The cost of a hospital
admission ($5415.00) was estimatgd from the American
Hospital Associatipn’s 1992 hospital smtistics,”* multipiy-
ing the average length of stay by the adjusted total
expense per inpatient day and adjusted for inflation to
1993 dollars. Additionally, this method of calculation has

been used in previous estimations of the cost of drug--

related hospital admissions.!"* The average cost of an
allied health care professional visit (eg, dietitian, physicl
therapist) was estimated as $75.00 based on a survey of
iocal charges. For the purposes of this research, the aver-
#ge cost of a consubiant pharmacist’s services was based
on a fee of $10.00 per heaith ‘@ré encounter. it should be
noted that consultant pharmacisis are not reimbursed per
patient gncounter, However, failure to include some eco-
nomic valuc of pharmacist services assumes that no cost
is associated with such services, thus biasing our towal cost
estimates, The average cost per laboratory and radiolegy
procedure ($100.00) was also estimated using the 1993
HealthCare Consulianes’ Physicians’ Fee Guide.™ For esti-
mating the costs associated with the outcome of death, it

was assumed that deaths were preceded by a hospital *

- STATISTICAL ANALYSIS

‘Student £ test was used to test for differences across prob-

admission.'"** The indirect costs of lost productivity oc
intangible costs were not inclinded in this analvsis because
of the perspeciive taken and the average age of the popu-
lazion.

The ultimate outcome or resclution of drug-related
morbidity and morality may require a series of health care
encounters. Thus, the costs associated with the final path-
way must reflect all previous healih care encounters. For
example. addidonal prescripuon therapy would imply a pre-
ceding prescriber contact, As such, the cost of managing a
treatment failure due to a DRP may include the cost of an
inifial physician visit, an initial preseription for the ollend-
ing drug, and then a revisit by the physician (which may
or may not lead 10 an additional prescription, an ED visit,
or 3 laboratory or radiology procedure). Allernatively, a new
medical problem may require hospitalization for manage-
ment, which inctudes not oniy the cost of the hospita! stay
but also the initial physician visit and prescription along
with 2 revisit by the physician and an ED visit, )

Descriptive statistics were caiculzated for alf items with the
results used in estimating the probabilities 2ssociated with
the various points of the pathway probability model. The

ability estimates berween the 2 groups ol panel experts (con-
suliant pharmacists and physicians). Panel responses were
1abulated and statistical anzalyses performed using com-
puter soltware {Microsoft EXCEL., version 7.0, Microsolt
Corp. Redmond, Wash).

SENSITIVITY ANALYSES

The cosi-ol-iliness model was evaluated [or its sensitivity
10 key components of the model based on J sensitivicy anaty-
ses. These sensitivity analyses were chosen because of their
polential impact on the decision process, and the analyses
target the key probability estimates of the decision pro- .
cess. The first 2 sensitivity analyses accounted for pos-
sible differences in the distribution of residents among the
various outcomes provided by the 2 groups of expert panet
members. Specifically, the [irst 2 sensitivity anaiyses used
the differcnt estimates of outcomes provided by physician
and pharmarist pane! members. The thitd sensitivity analy-
sis increased the proportion of physician visits resulting in
the initiastion of drug therapy to 60%. We believed that this
was 2 reasonable assumption, given the estimates pro-
vided by our panel members and information from the medi-

£

il literature M - .

-

cant economic consequences of preventable drug-
related rrorbidity and mortality in nursing facilities.
However, given the current emphasis on cost contain-
ment within the health care system, itis necessary to jus-
tify the economic outlay demanded by such services.
The pharmacy and medical literature is repiete with

the results of research pertaining to the impact of con- -

suflant pharmacists on inappropriate medication use€'in
nursing facilities, " Although the contribution of these
studies is recognized, most have been narrow in scope
(ie. measuring only drug costs avaided), failing to con-
sider the range of possible negative outcomes (therapeu-

tic failure, new medical problem, or a combination of the
2} and the range of potential DRPs.™? An analysis of the
direct costs of illness associated with drug-related mor-
bidity and mortality in nursing facilities requires that a
wide range of possible negative outcomes and potential
DRPs be incorporated.

Preventable drug-related morbidity and mortality
represent a dire medical problem that urgencly requires
expert attention.® The extent to which negative thera-
peutic oulcomes can be minimized within nursing fa-
cilities would then represent the value of that expertat-
tention. This study uses cost-ol-illness methods to estimate

ARCH INTERN MEDQrvOL 137, QCT L), 1907
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Table 2. Cosl of Heallh Care Resourse Uilization*
Caxt, &
' Additional Laboratary Allied !
Health Health Addittons] Hospltal  or Radlolagy Health Care
OQutcome Care Visit  Preseriplion  Care Visit Prescription ED Yisdl  Adnisxion  Procedorz  Prolessional Vislt  Tatal
No addiional treatm et 6100 .2 &.m
Practitioner vist B1.06 ol £1.00 . s . . 149.m
AgtRional treztment 6100 nm 61.00 2rm was .. ey . 175,02
EQ vist . 61.00 - am £1.00 360.00 509
Hospital admission 61.00 mm 67.00 36000 541500 - . 24
Addttional Eabocatory 51.00 7m e Coae 100.00 ees 88.M1 .
or _dickogy T
procedure . e : . '
Death : 5100 - zm 61.00 .- 36000 41500 - N 5924.M
Altted health gre 6100 b2l 61.00 .- 75.00 224.01
professional visit T )
Cptimal outcome 61.00 - am e .- §8.0%
No drug thepgy . 5'[.[.'0 e a ves . T 51.00

=When calculating Lhe cost of heatth Qare resource utiization with the services of consulant pharmacists, 3 $10 initial consoltation fen was assumed and included. ED

indicales amem department; eifipses, no casts were ncurmed it pamcuhrswum

s s

to occur in 4% to 7% ol'__ca;.es involving negative thera-
peutic catcomes. Finaily, deaths attributed to negative
therapeutic outcomes were estimated to occur in 2% 10
4% of nursing facility residents.

COST OF DRUG-RELATED
MORBIDITY AND MORTALITY

Using the estimaied 4} million annual nursing facility
encounters, the baseline estimate of the cost of drug-
related morbidity and mortality without the services ol
consultant pharmacists is 37,6 billion (53.2 billion, treat-
ment failure; 52,3 billion, new medical problem;and 32.1
billion, both treatment failuré and new medical prob-
lem) (Table 6). With consultant pharmacists provid-

. ing the, lederally mandated rétrospective review of each
. nursing facility resident’s drug regimen, the estimated cost

of drug-retated morbidity and mortality is 54 billion (5.6
billion, treatment failure; $1.3 billion, new medical prob-
lem; and 51.1 billion, both treatment failure and new
medical problem).

With the services of consultant phnr’macssts there
will be an estimated 9.6 million optimal therapeutic out-
comes compared with 6.7 million without consultant
pharmacists. Conversely, with the services of consubi-

ant pharmacists, it is estimated that 6.4 million subep-.

timal outcomes (2.7 million, treatment faiture; 2.4 mail-
lion, new medical problem; and 1.3 million, both
treatment failure and new medical problem) occur com-
pared with 9.3 million (4.2 millf8n, treatment failure; 3
million, new medical problem; and ll million, both trear-
ment failure and new medical problem) without the ser-
vices of consulant pharmacists.

SENSITIVITY ANALYSES

Tublc 6 provides a comparison of the cost-ol-illess ¢s-
vrmates derived (rom the 3 sensttivite analyses. as woll
as the baseline estimarte, The first 2 sensitivity analyses
evaluated the sensitivity ol the imode] o possible diller-

Tahle 3. Expert Farel Demographics

Resparces, Mean (3D)

{
Statistic Pharmacist - Fiysician Totaf -
No, of nursing 5.00(544) - 161{124) 342{422)
taciliies

No. of total nursing 992.00 {515.5?1 21580 (221803} 417.30(495.72)
faciity beds

Yearspraclicmg in -~ 10.80 {6.17)
nursing tacity

No, gt nursing
facility visits
per month

Time devohed
10 nursing
facities, % -

Health care
encounters
resuling
Unig herapy
initiation, %

985 (489} 1038 (553)

150(161) - 979{B6Y)  5.40{7.45)
SE.00 (.61 4462 (3085) 50.71(36.29)

55IRTEN 0030 39.50(22)

ences in the outcomes provided by the 2 expert panel
groups. As Table 6-depic1s some variation in the cost-
of-illness estimates exists between physicians and phar-
macists and between physicians’ and pharmacists’ esti-
mates and bascline. However, all 3 estimates provide
similar or identical values [or the diflerence in costs with
and withow consultant pharmacists (33.6, $3.4, and $3.6
billion). Based on the outcorne estimates provided by phy-
sician panel members. the estimated cost of drug-
related morbidity and morality is $3.3-billion (S1.4 bil-
lion, treaument failure: $ 1.2 billion, new medical problem:
and 50.7 hillion. both wrcatment failure and new medi-
cal problem) with the services of consultant pharma-
cists. Withowt consultant pharmacist services in nurs-
ing facilities, the estimated cost of drug-related morbidity
and moriality is $6.7 billien (S2.8 billion. treatment fail-
ure: $2.2 hillion. new medical problem: and $1.7 bil-
lion, both treatinent failure ane new medical problem).

ARC I INVERN MEIWVVOL 1A 0t T 1Y uw?
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ing to the initiation of therapy increases the estimated
cost of drug-refated morbidicy and mortality. Specili-
cally, the estimated cost of drug-related morbidity and
mortality is $6 billion {52.4 billion, treazment failure; 52
billion, new medical problem; and 51.6 billion, both treat-
ment failure and new medical problem) with the ser-
vices of consultant pharmacists, Without consuitant phar-
macist services in nursing facilities, the estimated cost
of drug-related merbidity and mortality is $11.5 billion
(54.8 billion, reatment failure; $3.5 billion, new medi-
cal problem; and $3.2 billion, both treatment failure and
new medical problem).

igim COMMENT s

The cost estimates presented in this study of drug-
related morbidity and morality in nursing facilities
represent a significant economic outlzy of cur naticn’s
health care resources. The cost estimates of drug-
related morbidity and mortality with the services of
consultant pharmacists range from a low of $3.3 bil-
lion to 2 high of $6.0 billion. Without consultant
pharmacists’ services, cost estimates range from $6.7
billion to $11.5 billion. ’

The difference betweeri the 2 baseline estimates, 3.6
" billion, represents the drug-related mnrblduy and mor-
tality costs that may be avoided with the services of con-
sultant pharmacists through retrospective drug regi-
men reviews. This represents a 54% reduction in the cost
of drug-related morbidity and mortality within nursing
facilities, which is remarkably similar to the impact of
pharmacei:t:cal care on the cost of drug-related morbid-
ity and mortality in the ambulatory 5emng estimated by
Johnson and Bootman.***

To put these costs into perspective, however, the
costs of DRPs should be compared with the total
expenditure for drug products within leng-term care
nursing factlities. 1t is estimated that approximately
$3 billion is spent annually for drug therapy in nurs-
ing facilities.” indicating that the estimated health care
cost of drug-related morbidity and mortality exceeds
the ecriginal outlay [or drugs by $1 billicn. In other
words, for every dollar spent on drugs in nursing
facilities, $1.33 is consumed in the treatment of drug-
related moebidity and mettality. This ratio is higher
than that reported by Johnson and Bootman™'! for the
ambulatory setting (1:1). This higher ratjo can be
explained by a number of factors. First, nursing facil-
ity residents consume, on average, a greater number of
prescription medications, thus increasing the potential
for DRPs. Additionally, in contrasi to their ambulatory
counterparts, nursing facility residents are placed
at higher risk of DRPs because of the physiclogical
elfects of aging that alter the ability to metabolize cer-
uin drug products. Finally, anuther factor leading to
the greater cost of drug-related morbidity and mortal-
ity is that once a DRP has*occurred in the nursing
home patient, there is a greater intensity of care
required to treat the DRP, This could be the result of a
more severc reaction experienced by the [rail elderly
or the higher costs of care that occur within the insti-
tutional setting,
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The resulits of the 3 sensitivity analyses demon-
strated that the cost-of-illness estimates were relatively
insensitive to variations in the estimates of the distribu-
tion of residents among the various cutcomes used in this .
research. Estimates provided by physicians and pharma-
cists varied litcle from each other as well as from the over-
ali estimate. However, variations in the number of phy-
sician visits resulting in the initiation of drug therapy had
a significant impact on the cost-of-illness estimate as well
as the number of optimal therapeutic outcomes at-
tained. A modest increase in the proportion of visits re-
sulting in drug therapy brought about a 50% increase ih
the cost-of-illness estimate. Finally, because the scope of
this research was broad, the costs estimated are signifi-
cantly higher than those in previcus reports. '™t

. There are significant limitations and assumptions
invelved in this research. Most imperiantly, this
research is limited by the lack of empirical data con-
cerning the clinical outcomes associated with drug
therapy in the nursing facility setting. These data are
essential in determining the true health care cost of
DRPs in nursing facilities. Additional research is needed
to provide these data. However, the use of clinical
experts, to gather data is considered acceptable 23

"Overall, the impact of this possible limitation is reduced

because of the following: when the probabilities of
negative therapeutic outcomes and DRPs were com-
pared between groups of panel members (physicians
and pharmacisis), the responses were very consistent
and no significant differences were detected; and the
expert panel did not provide responses biased toward
the consultant pharmacist alternative since the prob-
abilities derived from the expert panel demonstrated
only a modest effect lor consultant pharmacisis on the
propertion of optimal therapeutic outcomes atained.

Additional limitations are that the model used 1o as-
sess the 2 alternatives was conceptual and the probabili-
ties attached to the cutcomes as well as costs were esti-
mations, Therefore, the resules of this research represent
estiinations of the true costs of drug-related morbidity
and mertality. However, the estimares were provided by
a panel el experienced practitioners, including both phar-
macists and physicians, with diverse backgrounds prac-
ticing throughout-the country.

In conclusion, this research represents a signifi-
cant advancement in the economic analysis of the cost
ol drug-related morbidity and momality in nursing
facilities and the impact of consultant pharmacists in
reducing these costs. Previous autempts to evaiuate the
health-care cost of DRPs have been narrow in scope
{ie, measuring only the drug costs aveided), failing 1o
consider the range of possible negative outcomes
(therapeutic failure, new medical probiem, or a combi-
nation of the 2) and potential DRPs. This research rep-
rescnts an improvement over previous research
endeavors in that it simultanecusly incorporates clini-
cal and econcomic elfects of drug therapy in the nurs-
ing [acility scuing.

The sericus nuture of the provtsmn of drug therapy
in nursing facilities is highlighted by the resuits of this
analysis. Under the current federally mandated drug regi-
men review, the cost of drug-relaied morhidity and mor-

ARCH INTERN MEDYYOL 157, OUT 1), 1y

w5

Page 144 of 182



Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11 Filed 05/07/12 Page 145%f 182°°'Pageies: 323

RESEARCH AND REPO

Dana Saffel
OuTCOMES BASED THERAPEUTIC INTERCHANGE:

Richard A, Marasco
AN ACE INHIBITOR INTERCHANGE PROGRAM Sooya Sengsen
Objaciiver To» wvolucs the Impoct of o eonsuliont phormecist heropeylic Inervention wo ol the frinmry considerations in the
progeen for ACE Inhibiicrs on bolh pafient cutcomes ond merkel shave of profermd selection of medicstions For patients gre
procuct. patient response (or outocine) sl oot
Dasiges Dot won collacied rarogwetvely and nchaded mecworements prior 1o ond ko Thewe reascns are the driving forces
Suifing und Parfiipanis: Pafierts ioking an ACE nhibicr who esided in ongiem o tunuitor and evaluste the outoomes of paent
care kctlities In Georglo thet wane eevsubiod 16 by the siaf of Unbied Phormocy £xrn frutes vextions, eaperdally thoen outoomes
Main Ouicomes Meosore: Bood were mcorded of one week Intervols lor thons.” The loug-tern care cavirosment, which
three woeks pricr Xo ond followirg convensions. Addisionolly, focumes an cost-comsinment, plaes pharmacisy
1o of CHF ware meorded during one maonth poat conversion, Fercent morket she of 1o e ideal posizion to bead the bealth cxra tram.
ACE Inhibiices vy mezmured! prier Xo comversion ond one month post exeversion. In both the sdection and woniroring of the opt-
Basubby Of the 137 pafient includéd i the rescepecive rview, nona of the pasens mnal medicction for individel on the
hexd 10 s therepy 08 0 sesult of o chemge In dinead Sohn, No pofient in the doo Tutis of thetr spectiic medial conditions.”
anmpling hexd any symptoms. of CHF documented during the mont: before o the month In the pant, the svallahilivy (ar noc-avallabilivy
cher comvenion o The mean blood pressme recordings did not chorge o of s medication an & pre~determined formukary
convesion, Motked shore of the prefemed ACE Inhibier, quinapr increcssd om 3% 10w wamlly the anly strategy inpletented to
ALY, during the comersion perod. e Toeongy drog costs,? Howerver, the
mmmwh?m of ACE Inhibion of drog oot In this mumne> provided anly a
resubed In significont chonge in market shome of prefomad exgen wihou noticackle Hndtaxd degres of treal cost comstrol. Wien the
Wmumdﬂhhm&udmm peiesury fiocms 15 on prodoct end distribotion
Abbrwvictions: -W‘ orzyme; CHF = congestive hecet fofhure, therapeutic fdlare and adverse events
Conuth Pham 19950148571, . hmhywmdhunlywmmy

' ' (Figure 1), The focm of pharmaceutica) aure
mroa be the maapenent of otk

P Sepvn, Dy, PASCEF, COF, Exxrvrivs Direcear; Boskits A, Masshn, K5 Poimy, SEPA [ouintuity),
FASCY, COP, Conwalratn Pharmacier; S0 Sawmrsd. 1, Directer of Chobold Sorvice, Linited Phayrsry
Achaoabplgssst: The following weirke sprosics & fherpepts Intrrrhangs progres pe] preforred spe
mnkertiom tha it prsriiconmmn] b i shumptecy ol phirrnceotica] wesnlacteror The scthars thanh
e follpwing salf of Ucihend Pasrmmry Servic, buy | whe cmtribaed 5 this seide Derek Odbarms, RFS;
Claris Bryaom, RPb; Do Perredl, RPh; Marriem. Guddry, KMy Cors Low, FiarnDy OB Wakey, Fharm);
ad Siuyry Wiltiars, Phwrml), '

ACOuES Ok Couessurs: Dama Sallel, D%, PASCY, CCF. Exmrmtive Divectar., Usioed Plartmry
hnnu_nnmm.%n—pm.

Copwrigin © 1199, Arseriom, Soclety of Consalters Plussmctrs, .

them wrl the wvvidance or rediuction of therapen.

tic flinres and sdvers resctions, Trwditional .

Sormularies sl have Edled 1o consider patient

outcomes from therpy as part of the fwmmlery
]

system bs -
khlbﬂﬁﬂhﬂdﬂhihhﬂl
Primary apemt desired for wilination; boweeer,
the preferred apem’s selecrion b not bexed oo
et alrwper . Severyl elinkcal wndd ecremie Gctors

Yoo M, Mo W%éﬁmw -



Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11  Filed 05/07/12 Page 1466t 182°°'payeies: 324

~ wgrevmen. with the
" onder wthe

e wma

WW(QMC}MM@

the medical drector xnd coromltnt

diecassed my coweren mnd charified

oo Ppacions ok eyl o

ture. By siguioy the preferréd agent lit, sach

phiysichan established 2 collsbarative protoenl

o epenog i e g e o

o
ded.;m.mw

d'th:plqdnh.mmnfy&mmghﬁ-

ty maff of the lderchanpe ao that all records

woukd be Ths patification i

wverbal order form, which b also sent 0 the phys- |

ctan’s officr to be tigned. In addition, maniiiring
peemneters mre sl deterained end procedires

- are nplevewectedd 9o thar both the phrpsicha and

sxmsaliwat phecroocist are notifiod taedistely i
the mondwared criteris fall putxids the pro-deter-
mﬂm

ACE DIounmros lnlmm
Quinapii] way seleczrs] an the preferred ACE
hmbmmAﬂmw
|ﬂgﬁﬂmdtﬁ:ldmpmﬁeudnl
ot grviogs devived From
-acale burying tacentives with thb
drog, The noed fora ACE ihibitew was
inhially determived by a desire w rodeoe the
variety of ngents heing vaed (Figore 7) md the
helief thar thh weixihd boxrrew: the porses® Feendl-
writh medications, Tocanse there would he &
Fewer xarrber of ypenmts in this das. Another sig.
nificant, factor was the oxxe-s-Jay dost achedule,
which would raloce the total penbier of madics-
Ben doses administered ou  dally basks
with the older ACE hhdidtors dosd two or smare

the: some therspeatic and ciinical oot

coune as with thelr ACE fnhjbitor,* the
sl wordd hree to sadminister fewer

dosca each day, snl the would have

. et ACE kohibitor coxmersions wis

Wpdmmqnhqtﬂﬂlunﬂ.m
dopes were buwed oo Indsial dooe rrommenda-

pharmaciet’s chinical experience mnd fudpment,

BeacHMARING AND PROGRAM

IMPLEMENTATION
Prior w the selection of qubnapr] o the preferred

ACE suhhitow, the mitization of ACE mbibiors

“wes exarined (Figare 2) to extahlish o beach

k. Thiv cxmmination revealed that three spenty
ascrewarsed for 79% of the ACE inbibitce o, 'with
cxnlapril sccounting for the bighet we ot 35%.
However, m forther exsdrosion i wa deter-
mined that 31% of the ardered ACE inbfhitoex
were dosed semitiple times a day, This was s
Swcnr in our selection axtrerks, The
rechxtion of doses muy vedtoe porriog medication
sdminigration thme in penend end, in sme cecs,
somy elivioate entre yesdication pesees for tadi-
whhol This thearetical timesyving wonld
be m bportatzt factir in obtainng nupwing saff
for this corversion Froccemfual,
it would allow thern to tovest thelr thno in ather
pethent cyre activities, rather than straply sdmidnds-

soecications w patierts,
e 1996, i UPS oo s
dulllqutw'lh: eomrvert

w i Foar
i wmm“muqﬂm
mmdﬁnqﬁ;ﬁyﬂwnﬂ
to amwrns tha overall comnfort md of t
sxmrversion. Daaring the pllot 7% recmn-
mrndstions were madn to gerhrh from the cor-
rent ACE iohihber o of which 50 werc
nopepead (73.4%). OF the 21 recoantaendations
not acoepted by piryrichon, 10 were refosed with-
uumnheupe.dmmdm
in cinewsy corztrel, mnd twn were patieres wha el
4 dary) wud the phyricie did not fecl romfort-

with the exavversion.
Howere, since these factlithes weye slected
b of good ﬂqﬂdn'm
mnd s Mgheer-than-wverage aceCp-
ﬁmhgmﬂ.kﬂwhlm v
modest; overal] coaversion rae of '
S0%~T0% should be experted when the progrem
Mﬂlh‘p’ﬂ*—h}d"ﬂl’
m1mmmmw

Vo M, No. 1 IR el Goriel Pucecat

Oz o Dansrna Samncisce- Aot ACY by bammrnsstsy Pawsss



Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11  Filed 05/07/12 Page 147-0f 182°'PaiEiei#: 325

Oy hamo Do bamrasss: Am ACY bommrs bapscanan Pacoms

hesis of exse of accen o duta in the
medical records. Data were collected for 131
puticary, oo the bavh of convenlence, This repre-
sexted 16% of patients who were converted to

qrinaprdl. Thirteen of the 823 patients receiving
zn ACE kohibitor were ot gtxxt

of the canversion, Jesving §10 patients with the
for the conversion.

Priot to being converted to quinspril, the 131
patients sxmpled kad & mean length of ACE
Inhibitor therzpy of 14.3 months. The range of
trestment length extended from less than ane
month 1o 54 months t the dose
mnd dose schednle. When cosrverted, the mesn
sarting dose of quinapri] was 12.5 mg (range,
2.5-40mg), with all doses being administered
cmce 2 day; 40 (30.5%) were receiving ACE
inhibitor therapy two or three times per day prior
to conversion. One patient was receiving bxino-
pril o u twice-a-day achedule, and quinxpril was
initisted st w0 equivalent dose to Exinopr] snd at

schednle

a_twice-a-duy
None of the 13} paticts had to stop therupy as

a result of a change In clinical status. No patient in
the data srepling bad vy of CHF doc-
umented during the momh before or the month

" following the copversion to quinapril. The mesn
Thlood pressare recordings, which were prinarily
collected by certified mosing essiatzats, s did
not change afier the conrersion. The mesn sys-
tolic
131.2 oonHG at thres weeks before and 130.9
mmHG three weeks after the dunge. The mesn
diasenlic blood preswre was 73.1 mmHG three
weeks before snd 72.7 enmHp three weeks after

the cange,
Piscusmon

This was one of the first cutcomes -
ducted by LIPS in which all consaltant plarmacisn
were incinded in the inervention snd data collec-
tion. As s resalt, ane Bmitation in the proces wa

. that all cosultant pharmacists were aot proceed-

. Ingm the moe rate and 2 the seme time. Each

- consaltnt the cogversicn overa
period of several manths. While this allowed cach
o to reach & comfort level before agpressively
proceeding, it increased the difieultics emociated

preasare, for the sample of 131 paticots, war -

ACE Inhdhiser ALE
Rofo
Ramuipedl: quiniapei] 14
Capopel: quinape] 511
Bensezepril: quinapet 11
Fosinopr(l: quinxgril 11
Moexipril: quinapril 1:1.5
Enalapril: quinsprd] 12
Lisinopri}: quinspril ‘11

10 mg benaeepril
10 my foainoprl
7.5 mg moexipefl
§ nug enalapril )
10 mg Bxinopil

Inivial Deoss Recormmendutions
*When appropism, somded o pesrest sveiisbie donge srmgth.

tmlq.mmu-unumn-mmm

indiccion for Use

No. of Pofients % of Pofients
m131)

18 “

¥ 57

£ »

with retrospective data collection snd record

data collection. Becynes the faciliry stalffs were not

scively participating in data collection, they did
mmnmﬁ:m&mm:zm

nd:nﬂ:bh.a\bbywl]n:ﬂngd:dnufuﬂ
momths sfter the caxrversion,
nﬁghmﬂmhmﬂﬂd“ﬁh‘
information was the remon that coly 8
of patienty were slected for dua snaly-
sa. The blood readings used for calenlnt-
ing the mean valnes were those recorded on the
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Ovrones hasw Tamanr: Pt A ACE Somuce bamcasan M

program is the key to 2 soceensfol program. Clear
cixts and mreet, wnd the dtrect care
stoff, as well s an organized mnd well-plazned
procem, b emsential for 2 suceenful program,
‘While some physicians may cbject to progrems
mch w thiy becyose: of concern over
mutherity or patieot differences that they believe -
pharmacists may not be sble to determine, ™ our
experience b that this b not the cae. thiy

sctting. Although patiests in the data snupling did
oot have dunges in blood basesd an MAR

recondings, identified CHF symptoss,
or ACE tnhibitor dose sdjostments within the first

theree weeks after the conversion, the program
carmot sy whether the dinical outcomes
cbeerved were smocixted with the coxrversion.
Further resexrch will be needed to sxoew the
bmpact of thiy program oo clinical snd economic
OAIICOEDES.

‘While the fotare of lonp-term care plaracy
Ty gnificantly change under s prospective pay-
ment ryctem, yaraged care, or sy rebmborse-
moent modd, the role of the 0 azsare

defidte otooemes that
hl}l'mespﬂm *s quality of Rfe” will not change.
This s how the corsultant plarmecs of the next
grams and trestment that aexre both
clizical effectivence md cost efficency t both

the patieats and the pxyens.

Emwmuec

1. Haows HT, Yieses FLL Patienst copiccars
wex] vhe fxare practice of plestacy, DICP
Amn Faaracether 1991;25: 20810,

2 RenTT, 05w TE, L ME,
Clinirnl uts] ecrmnrle ouirosrs sevwined
with o histamnisr: H-2 secepor soogonist
thaszpeutic propoem. Conmh
Pl 1996 11,1040,

L Delicagen H. lrapuct of henlth outrvumes
o chimlcl proctior: foom oo infocthom dis-
o et Mand 19590 1 3(ompal - 3643,
4, Bemkin L How w wm decision sy o
Parrmlary 1797 (Jomee)-£19-T0.

5. Gomnral A, Savicnd X, Cotuguen C et l.
Compartrve trial of quinepei varss copn-
et i ikl 10 byt cogenstve huuyy Bl
wre. | Hyporwasion Julyl ¥ sapp) 555-58.
& Ravsd b, Bavkd D ACE solilbitots bn
whderly putients with lypuresralon. Specil
comieraticns. Drugs Agieg 1996;(ummm B
7. hilnl mabutitation—
wewpaticn of the phrysican’s
TEdarwtal]. JAMA 1967,257:523-5,

8. Chwdos D. Therapoutic soburiesticer:
trashing they pleyeichen’s seshority @ prearvibe.
Priv Precx 1961;20:-53-9.

9. Amvices Sochrry of Comsaltats.
Flasrrwiciots, S Pl

Curs, July 1996, -
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The Pharmacy Benefit in the Year 2001:
Experts See l_?roblems and Discuss Solutions

Robert McCarthy, PhD, Valerle Oltarsh, MPH, CSW

miﬂenémmhasma:ndgmé.“b’whada
- the appointment of a

ial election and we've had the Supreme Court “legitimize”

Now&r&emthathﬂham:WﬂlﬁuebeaMedxamdmghemﬁt?“ﬁﬂmy—

thing be dane to abate the ever-increasing pharmacy spend? Is Big Pharma superseding the FIMO'in the “Big Book

" of Consumer

nmeuuio&ummwaghadudmmduedbympamldaqmtpmgnmmm

Jere now are their predictions of things to watch—and to watch out for—during the coming year

- Joseph M. Sinopoli, RPh
Pharmacy Contracts Director
Harvard Pilgrim Healtheare
Boston

More Tlers, More Therapeutic Substitution,
More Red Ink?

I'mnﬁ-a.ldlseeam.m\gumduf 1 increases at

managed care organizations. At the same time—and I'm .

sure payers aren’t going to be happy to hear this—too mary
_hmmopmtmgmtlmadandmmntmtodom

forverylong. -

- I'sa question of survival MODs in the red that have to
. increase premiums are being confronted by MCOs in the
1 black that see an opportimity to low-ball premitims, While
~ the object of those in the black is plain old economic piracy,

_ the effect may be deleterions acnoss the i 2 Obvicam-
" 1y, those MCOs in the red will be in worse shape if they lose
members and dients—but those currently in the black who
_ play that game may find themselves squeezed between
higher medical evsts 2nd lower revemien.

- Were also seeing some pharmacy-risk arrangements
. "being removed from physician-provider contracts. Physi-
dan groups are increasingly unwilling to go at-risk for
cost and utilization. This meams risk travels pp-
streamn tn the managed care organizaticns, whose pharma-
cy spend then goes up. We/realreacy looking, as we did last
year, at a pharmacy benefit cost increase of between 15%
and 18%. '

bumt; the reimbursements have been inadequate. Plans

ﬂaynlgmﬂmhmmeswﬂlbenm@ymof

the cost of pharmaceuticals. Here's a hint to the pharma-
ceuticnl companies: when introducing new products or
when repricing old ones, please consider lower average
whalesale prices (AWPs)—especially if your drugisina
cmwdedﬂmpeuhcdmlmAWPsmybewha:n
hhstogety:fm'drug

and o forth.

In addition, I expect drug companies to increase their
spendiing om outcomes studies and pharmacoeconomics. In
crder tosell into a crowded therapeutic dass, increase share,
and increase profits, the pharmaceittical companies will
have to supply data. -

We're going to see znore MCOs going to “legal” thera-
peuticsubstitution; that is, increased effarts to drive utiliza-
ticn toward specific drug dass members in an effort to save
dallars, whether via rebates ar lower AWPs. Look for a Iot
mare switching and a lot more warking with physicians to
prescribe the preferred product than ever before.
~ We'll see a fourth tier in formularies. There will be de-
dhctibles before you even get to the aopays. You'Tl see big-
covered. f the plan member wanis noncovered drugs, he or
she st pary the entire cost. TheteTl be mcre NDC Iockouts
with drugs not covered. It's touchy, it gets to member satis-
ﬁchm—-h:tﬂmhg.bugmqmahvemxmﬂhngﬂnphnv
macy spend.

Ihuewﬂlbemvayguod,‘hnvuymmw
hotech products, 1 think managed care arganizations will

mm,ammmuwwmmmmmﬁmumwwﬁgu&mm;

January 2001 BXUS EGEHT TRORS 25
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Special Report

: suﬂ:easﬂle“wmstm”cépamﬂeluadem&elhﬂ- -

ed States,

. Frumapmd:calpmﬂufmv,ldm’tseeanymmv—
: ablemurfedaalachmpmganymal&weatb'bm'
m.dmtry'l‘hememgrm .

asusual for the

won't change that, and given how

new president will be, real radiczal change is ':mplausiblg
With regard to the pharmacy benefit, the continured

- thrust frommanaged care organizations will center on try-
ing to control pharmacy costs by means of a multitier for- -
. mulary strategy. Already 30% to 35% of managed care ives
- have a multitier

in place, and by next year, those
ﬁgnmwiﬂheweﬂmm Iﬂ'ln'lkwe’lla]soseempay

. amounts increasing, with copay differentials increasing
> across the tiers in addition to the maore
. dﬁe:mhalhehmhm;dandgmmcmpya.rmmtm

_ amy of those strategies have had mmuch impact on the phar--

expecied increased

~maceutical industry; they’ve impacted the consumer, who
hasnohropta:lbahsarbﬂmmaeasedm
Wﬂahomsmmgemdammaaﬂuedmpuhur
r&mpamcmmmpmmﬁbmrmm
il definitely see scme cost-control action. With Priloser

' ﬁmgnﬁpataﬂ,wecznexpedbseeanmhaﬂkmmd

CDsstru@mgbswﬂ:hpahﬂdsbn version and
AstraZeneca swnch&mepahentsmePLh

" Yact, the MCO strategy now is to switch FF! patients to

Prilosec, take a hit in the hort term, and when Prilosec goes
u&patnbbdnmﬂmﬁmmﬂmb&mgaﬂh

) poductmm.wh&ﬂuy&m&wﬂlhevuyhg.ﬂml
think the managed care view is that there is a lot of inap-
pnpnateusedﬂuseage:ﬂsThaemPahaﬂsardcmdi-

hmsfurwlnleSAIDaandevenOICswulddnthepb :
just as well and for far Jess cost. ,
\'ﬁ&tmgardb&ephaxmacyspmd.mmtcéwhatﬂm
conpanies sy s true it's mostly being driv-
byuﬁhmhmmtpnmng.lhmdlmyhastﬂdﬂemﬂh
on that issue, which is an stake to pt in the

. ground. But i you look from the payers’ point of view, phar- .

macy costy have been increasing by 15% to 18% for several

look; let’s really do something? That's anothermatter
And yet would think that pharmacy costs increasing at

time, other things might ocaur to change the equation.

Debi L. Reissman, PharmD
Maraged Care Consultant

Rxperis
troine, Calif

wmmmmmm

W&Gﬂmmmm B
manufachurers is lkely tore-

Bad press far
main becnme of the increasimgly prevalent perception that
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Nursing home ADESs:
Largely preventable

here are about 20,000 faﬁlur
life-threatening adverse drug
events amang the 350,000 ADEs
that take place at the nation’s nursing
homes annually, accarding to a re-
search team that called its estimates
“likely to be conservative.” The re-
searchers said half of all the ADEs are
pmvumble,n'chdmg&?%af&aemost
serious ones.
They based their conclusions on a
study of 2,916 residents of 18 Massa-

: ml?,lInUS.mmng
age resident uses six different medica-
has.uﬂm%hhmume.

R Tim Webster, exeastive director of
ﬁnAmaﬁcan‘Societyamemﬂizm
Pharmacists (ASCP), called the study
"’vah:able"mdamd&ntn"

problems

national health policy
e It's acxe for the elder-
ly, wherever they reside.

;'I}ussmdyponm

just a small list of so-called bad drugs in

the elderly that we need to be con-
m::u:labm:l’.!t’sﬁtwhnhmlged
drugs,” Gmﬂﬂdr'lui:mu we
have identified same .
that tocausemmm
than We're not saying le
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Corporatization: Is it good
for consultant pharmacy?

here ance there used tobea  seen from comsolidation is stress on

lot of mom and pop consul-  staff,” cbserved Lyrm Williarms, RPh.,

tant pharmacists, today cor-  v.p. of Leaming Solutions in Boulder,
paratization theough consolidation is  Colo,, a fixm that provides education--
the order of the day. It’'s a “fait al services to pharmacists and other
accompli,” in the words of R. Tim health-care personnet in long-term
== Webster, 5cD., executive directar of care (LTC).

: theAmencanSonetyomesultant_ “Staff is being asked to do more
Pharmacists (ASCF). The question is, with less because the financial
What impact is it having on phamma-  resources for pharmacy have been
- cists and on nursing homes and decreased,” she gaid “It takes a lot of
- patient care? _ financial resources for those compa-

_ Themwuvaﬁesmaxdhgon nies to buy out pharmacies and the
- who is asked. Some say it has LTC facilities, and a rumnber of them
cost some phammacists their jobs and  have gone bankrupt because they've
Eepmmmmﬂtmg gotten themselves into too much debt
pharmacists to do more with less. just when reimbursement from
Others claim there are several bene- Medicare has decreased.”
fits, such as the greater information One of the reascns for that, azoonding
resources that the Jarge companies bWﬁsﬁa’,was&uhnp]enu:hﬁmin
can provide and some of the initia- 1998 of a prospective payment system
tives that they undertake. (FPS) for rursing home care provided

And while a 1ot of small companies  under Medicare. “When payment far
have been gobbled up by the large  drugs is wrapped in an allnclusive >
concermns, other small and medium- diunﬂm’spaidtnﬂ-nmrsingtadg t
sized pharmacies are finding a niche  that focuses people’s attention on man- -
and gaining business by responding  aging the cost of that service ;
o local conditions and offering same  nent so the facility can Iive within the -~
of the gervices that the big companies constraints of the finite per diem pay-
donot. ment,” he said “That has Jed pharma-

“There are quite a number of small- nﬂsm&nsnmmmstm
er, independently owned local or m

pharmacies that are getting Chiewho &mﬁ\emmpa-
their footing in the market, and they nies and homes should have
' are growing quickly because of their  foreseen the of FPS is Gene
ial drive. And that's true’ Memnli Jr, RPh, v.p. of
not only with regard to nursing tical care for The Medicine Center
homes but in assisted living and in Pharmacies, a group of independent
the ambulatory elderly market as pharmacies in New England. ::;(
said.

well,” noted Webster, Nanetheless, he companies were not prep
added, it is true that the nursing properly for PPS,” Memoli
home segment of the industry isnow  “They knew it was coming and they
dominated by large, publicly held were generating huge profits before
corporations, both in terms of the PPS, but they didn’t put anything:
rurmber of facilities and the mmber asldefunt.Sowlmxtl'uLﬂ\eyguth:t
. Now, they look at every

dECmsdxdahmmahd;n’smdzm; ﬂ-nmgﬁmmamfgempachve_

cf n g A mﬁ;-lzz-ttA:d];n:\t- their pharmadies,
Joseph Bren mhnvmg on P mtummmsmg
Based In Chicago, the suthor writes frequently  macists and on the way they practice, ﬂle'i_fmﬂjloadsofﬁecqumﬂmphu-
onphammacy-reiated imom,  © 53y Observers. mariste.

*One of the big impacts that [ have Memoliisalsoctiﬁcaloi’&nelmp
28  DAUG TOPCS FOR CONSULTANT PHARMACISTS NOVEMBER 2000 W cnugtopics.com
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Wanted: Consultants In

geriatric health care

onsultant pharmacists are in
demand. A shortage of geria-
specialize in t:h.”’e}lldr::rly e
patients,
hasledtnarmdforo&aerhealﬂ'tpm-
fessionals with expertise in geriatrics.
“There is a shortage [ofgenatn-
cians], and it's severe,” confirmed
Kathleen DiGangi of the American
Geriatrics Society’s Foundation for
Health in Aging. Currently, there are
about 9,500 certified geriatricians in -
the United States, and that's less than
half the number necessary to meet

&nenmdsnfttweldu-lypop\ﬂa‘hm
“There’s going to be an unprece-

dzvﬁ;ﬁty good relationships
with p,
B oft, who provides chart-

review and drug-regimen review ser-

vices to local long-termn care fadilities,

He estimated that 80% to 90%

of the physidans he consults with
appredate his help.

‘While knowledge of geriatric phar-

tants, there are other issues they need
to be farniliar with as well. Clark point-

lems in a nonthreatening way. Most
of our members have generally

macotherapy is essential for consul--

dented need for pharmacists with ®*®T
knowledge of [geratric pharmacy).” .
s2id Jon Bermthoft, RPh, a a:lnsu.lliz:nt
pharmacist and owner of Se
Plaza in w
According to Tom Clark, R-Ph., 2
M.H.S5., director of professional mawbuci=
affairs at the American Society of N

2000 ¥~

Consultant Pharmacists {(ASCP), o o5
older adulis have a decreased abili- yom R
ty to metabolize and excrete drugs. :
Liver and Xidney functions are often
impaired, and altered bind-
ing and volume of distribution
(becoming more hydrophyllic) ma
also ocaur. All of these d?;nges l‘.afl
lead to increased s'usc?ﬁbmty to
drug interactions and adverse reac-
tions. He explained that pharmacists
fresh out of school, as well as estab-
lished pharmacists looking for a
career , will maost likely need
additional training before entering
consultant pharmacy.

Excellent communication skills,
problem-solving skills, and Xnowl-
edge of geriatric pharmacotherapy

the Minimum Data Set, or MDS, a
comprehensive assessment instru-
ment that has been in use for about
10 years. The MDS “has become

increasingly more important,” said
Bernhoft.
The MDS is a tool upon which

are for any consultant phar-  reimbursement is based, and an inac-

macist, said Clark, Being able to com-  curate MDS can result in Medicare

municate effectively is especially crit-

n].l’nemted.because%?d-h}kmrgi By
takesamd tng'et[the Jillene Magill-Lewis, RFh

elderly] the care that Baned in Washington Staix, the anthor writes
aid. Cmmﬂtant pharmacists "h.ave frecquently on health-related subjects,
to be able to present issues and prob-

30 DRUG TOPICS FOR CONSULTANT FHARMAZISTS NOVEMEER 2000

T . o] have
LY -
i

£ disorders. The
574 small number of pharmacists to

48 of these educational pro
2= extremely valuable,

fraud, Clark cautioned, As if all that

werentenoughhemd mdepen-
dent consultant pharmacists have to
become proficient in marketing, con-
tracts, pricing, and time manage-
mam.l:orhmt:ly,ﬁ\u'eareaeveral
good references avadlable, and many
cn be obtained through ASCP. The.
organization alsc offers an on-line
review course to prepare for the
Commission for Certification in Geri-
atric Pharmacy’s cerfification exarmn

use&mhﬂeCahgg&wmmy

macist or CG.P, Clark said there are
mwmeﬁmm ists who
for certification

ASCP has developed several
traineeships for umsul]tanisseehng

=+ further education in
-+ >} These include wound care, Alz
<+ ] heimer's/dementia, Patkinson’s dis-

ease, and psychiatric and behavioral
i ips allow a

receive five days of intensive traiming
at selected medical centers. While all

are
gaid, “the
best way forsmnmmlﬁmlhuw

i tncmsult]:smhmkupmﬂim-

ms;;?d:ng o Hemrmﬂm shad-
ed six o 12
owing an established comsultant.

Susan Klem, B.S., CG.P., regiomal
clinical director, Great Lakes and
Great Plains Region, for Ornnicare,
echoed Clark’s views. She added
that some universities also have
geriatric certification programs,
including one that Omnicare helped
create at Ferris State University in
Big Rapids, Mich.

Kiemn believes some are
satisfied if patients are ptable, and
they may be retuctant o make thera-
Py changes purely for improved
quality of life. 'Ihs age bms w
mnplies alder ad
a certain age, m
“We have ﬁuple geting mamed at
100 years

www. drugtopica.com
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o Studies: Crisis Looms in LOTer[n s ,_

smmeAmcrim:ugrowold::. ﬂ:emeufmamsefmammcaremces,pmnmlyhmpmlmmd
mcreaseslmply,accordmgtoarecentsmdy

Themﬂyandadmmmchm
the isue of lopg-termn care shows thar
America Is heading for a crists &s the popar-
lation ages. Providing healrh care for older
Ameticans will become maore costly and the
burden will fall on sl health care providens
and public policy experts to develop soh-
tions to the problem, experts say.

Americans who are 50 yrars and older
are respansible for about 58% of all health
care spending, 61% of all over-the-counter
drug spending, and 74% of all prescription
drug expenditures, says Ken Dychrwald,
the president end CEO of AGE Wave
LLC, s company in Emeryville, Calif, that
advises corporations cn age-related trends,

1 the suthor of Age Power, How The 21s

twry Will Be Ruled By The New OUd, (.
s strcher Inc., Los Angeles, 1999).

‘Whar's mare, baby boomers are demand-
ing consumets. They will present in phar-
digestive disorders, and adult cancer,
among other conditions, Dychrwald says.
He believes the health care system s ill
prepared to deal with the coming
cnalaught. Out of the 126 medical achools
in the United States, only three have
departments of geriatrics, and less than 2%
of physicians graduating this year have
taken a rotation in geriatric care, he says

Among all Americans, 13% are current-
Yy over the age of 65. Wichin 30 years, 20%
will be over age 65, accosding o popularion
projections from the US. Census Buresu.
- Health care for those in the Last two years
of life is particulady cosdy, according to a
stdy, “Longevity Has Imgplications for

Tealth Care Financing,” published in The

' Englend Joumdl of Medicine, May 11.

oo Brenda C, Spillman aof the Urban

Insinite, in Washington, D.C., and James

Lubitz of the federal Health Care Financing
Administration (HCFA), in Washington,
D.C., used data from Medicare and narion.
al murveys 1 estimate expenditures on
health care according to age ar dearh.
Spending increases with the age ar
death because of steep increases in nurs-
ing home care, and the costs of long-term
care ar the end of life are less likely 1o be
covered by Medicare ar private insurance
then are the costs of acute care, Spillman
and Lubitz report. The tom! expendinme
for all health care services from age 65
until dearh is $164,505, in 1996 dollam,
they say. Total spending from age 65 until

care costs are paid out of pocket by patients

. "reflects the absepce of an insurance sys-

tem, public or private, that spreads the
financial risk of needing long-term care,”
Feder . “In its place is a system that pro--
tects people only if they are impoverished ®
The average annial cost of mosing home
care is more than $40,000, resulting in a
mhstanualﬁnamalhndmfmpeopl:wbo
need o purchase guch care,” the says.’
Feder and others believe the financia]
dilemma implied in these figures should
be addressed through a series of public
policy initiatives, including increased
public suppart of the financing of long-

“Long-term care matters to many Amerlcans of all.
ages and affects spending by public programs.
Legislative support Is needed to enhance public

financing of this service.”

—Judith Feder, Georgetown Untversny

dearh rises substantially with longevity,
from $31,181 for people who die ar 65 o
more than $200,000 for those who die at
age 90 or oldex. '

longevity after the sge of 65 may have &
mmnall effect on expendinmes for acute care,
if present trends continue, but will have a
larger effect on expenditures for long-term
care and, consequently, on il health care

_ spending for the elderdy,” says Spillman.

The partemns identified in the smdy
could result in a greater financial burden
for eldedy people and their £2milics as
well as for Medicaid programs as the pop-
ulation ages, sayy Judith Feder, dean of
policy srudies at Georgetown Univemsity
in Washington, D.C. _

The fact thar neady a third of long-term

term care T don't believe these isucs

can be addressed through private long-
term care Insurance,” she says, “because
the people who need financial protection

" the most often cannot afford or even sub-

acribe to this type of insumnce.”

‘Many financial planners believe thar
Asbericens should save money during their
wrking years o pay for long-term care if
needed. But Feder counters that the pur-
pose of Insurance is o pay for expensive
tmd unpredictable cosss. “That’s whar long-
tumcarels.mdﬂ:m'swhydmhapuhllc
policy issue,” she ey,

Many senioes peeding kmg-tmn care
today do not have the money to pay for it,
a public ]:Olll:rdxlmmtbﬂmﬁhﬂve

Tas Quarrry Ieoacaron, Praxuacy

Resovncr/Sxrrnceas aoco 13
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D.C, and Merlene Niafeld, o research aso-
»change {in public axpport for long-term
care} to mare adecquate services at @
acceptable cost.” Their findings also were
published in Health Affairs, May 1.

vate insurance is not the answer, svys Feder
“Realistically, subsidizing private insurance

ble of helping themselves,” she sy "It
would be beger to use that money to provide
care to people who need help the most.”
Long-term care should be financed in
the same manner as acute care, relying on
insurance t spread risk, she sy
Although 39% of people age 65 and over
will need some nursing home care before
they die, almost half will require less than
aymofcm:.whil:ahwtaﬁfd;wﬂl

require five years or more. “Public disays-
sion all too often assimes that a need for
long-term care is an- inevitable part of
aging and that saving is therefore the
right stratepy to address it,” saps Feder
*With costs so varied and unpredictable,
savings will be insdequare and ineffi-

_cient. Insurance makes more sense ”

mh:lpﬂ:mepeuplcwbomnlnadycapa—

PR i R o'

;SR T ER o AR i

Gen:shux!’u.

Experts Offer Ideas for Pubhc Fmancmg of LTC

xpanded public financing of long-term care would enrail a
majar shift in how the costs of LTC would be shared by soci-
ety, say3 David Kermell, a researcher with Lewin-VHI Inc, a
healdacaremchmgmummhhnﬁz,%.xmndlhm
studied the issue of long-term care for the federal
of Health and Human Services in Washington, D.C. “In eval-
wating public insurance models, it is important to essess not
anly who benefits, but who pays,” Kennell says. “Tha distribu-

tion of the cost burden will depend upon the specific taxes and -

financing mechanisms used 1o generate the revenue needed 10
pay for public benefits.”
Abour 50% of all long-term care costs are bome privately by

. “the individuals who use care, primarily through private pay-

thenss for mursing home care, Kennelt says. The remaiming 50%
of formal long-term care costs is bome by the public secrr, in
particular the Medicaid program, which pays 38% of the cost.
Medicaid costs ate paid out of federal and state general revenue,

A sodial insurance approach, modeled on Social Security and
Madicare, would finance benefits for beneficizries from payroll
tzxes on current workers. Under social insumnce, workers would
Social Secarity and Medicare, a social imsurance approach w
Gnmmxgbngvmmmﬂdb:hnltmmlmham
successive generations of workens,” Kermell says.

&nﬂ:—bmd&mmchmabh:wbmw
to finence 2 public msurance program for long-term care, Kennell
says. Increased taxes on uneamed income and increases in payroll
taxes would distribute cosss more evenly across all age groups,
since indivicuals over age 55 hold the vast majoriry of the nation's
financial assets and eam the majority of unearnad income, he says.
benefits of beneficiaries who have high incomes, be adds.

“Like private insurance, 8 public insurance program would
reduce the costs to most individals who needed long-term care
services and increase costs to those who paid into the system, but

% never used benefirs,” Kermell says. “Unlike private ‘insoance,
-bowever, participation in the insurance tisk pool ould be

mandatory, not opticmal. In addition, a public program is likely
to include an income redistribution component, im which pre-
mium costs are income related, while benefirs for all eligible
recipients would be equal.” )

The advantages of public financing for lomg-tetm care inclnde
the following, according to Kermell and others

Universal access. All persons who needed long-term care
would be provided access to care without regard to their abil-
ity to pay. Persons with long-standing chronic conditions
would not be denied access to care simply because they were
tminsurable, and discriminatory policies against poor patients
would be minimized.

Equity. All persofis would be entitled to the mme standard
benefir, regardless of their ecanomic posttion. Under the axrenr
system, patients whi pay for care themselves often receive bet-
ter quality of care than Medicaid parienss do, experts says
Woeslthier individuals could still purchase additional services not
covered under the public program, but the basic standard of care -
mﬁhmﬂhmhmﬁemmﬂdh
federally financed, amrent differences in access and quality

Protection against catastrophic costs. Since all persons would be
covered under a public program, ll individuals would be protect-
ed from the risk of being impoverished by catastrophic
czre coss. This protection would be provided to all elderly indi-
vichnals, noc just those who can affoed to buy inswance privarety.

Dedicated financing. Since a public long-term care program
would be financed by taxes devored exclusively to the purpose of
financing long-term care, the financial stability of the program
would be increased,

Broad-based insnrunce. All moxpayers or workers would be
required to pay taxes to finance the system. This untversal insur-
ance risk pool would mesn that the costs of long-term care
would be spread across & broad group of usess.

Administrative efficiency. Compared with privare insurance
systems, public programs, such as Sodal Senurity and Medicare,
mmhgem&whsnbwadmmimmmrdamm'
the amount of premiums paid. )

L
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Exhibit 1
Estimated Distribution of Average
Total Cost of Providing Respiratory
Therapy and Infusion Drugs in the
Home to Medicare and Medicaid
f’atients, by Company Size

200%
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O Averega Cogt of Phennacy Products
@ hmueCos_tufPaﬂuuSanhu
© Aversge NonPatient Coats

provide ongoing professional services integral 1 quality
patient care under current paymnent arrangements
The Department of Health and Human Services

" - snnounced on May 31, 2000 that it is moving adminicrative:

JAHUARY/FEBRUARY 2001

i

ly to reduce Medicare payments for select dnig therapies For
Medicire Part B chims, DHHS intends 1o pay the verage
wholesale catalog price” compiled by the Department of
Justice and recommended for sate Medicaid programs.
Although First Data Bank (FDB) recalculated wholesale drug
prices for nearly 400 national drug codes, the method used
by FDB has not bren made publicly available Resuhting
hhdumdmgmﬂnmtdmxgumrhcdukdwbem
effective October 1 2000,

The Lewin Group has completed its analysis of data col
Jected from'muil and telepheme surveys of provident Thefok
Jowing is a report of what was learned through this effort

OO Analysis and Approac'h

STUDY OBIECTIVES

The Lewin Group conducted a study for the Ammnn
Associstion for Homecare during Juby-Astgust 2000 that et
mated the cost structure of providing respiratory and infu-
sicn drug thenapies in the hame setting and the financial
tmpact of edopting proposed reductions in Medicare Fart B
and Medicaid reimbursement for these drugs. As part of this
study, The Lewin Group sssessed the povential effect of these
reimbursement changes on Medicare and Medicaid patients
who receive drug therapies in the horne.

.SAMPLE

Data were obtained from 12 providerss of bome medical -
equipment and pharmaceutical services, specifically respire-
tory and infusion therapies, who completed o written survey
instrument and  telephone interview, The mmple is belicved
o be genenlly repressatative of home pharmaceutical com-
paiies nationally Sampled companies ange in size from less
than §1 million to $1 bilkon sroual bt revenue and serve
Medicare and Medicaid patients in all geographic regions
throughonut the United States. .

The sampie was stratified by size of companies’ vohrme of
business. Small firms were defined as those with Jess than £5

" prillion total snnual revenus large firms were those with $30
_ million ar more in total ennual mnndmﬂnuﬂﬁnm

w:m—hcrween.

SURVEY DESIGN

Thmnmdspdmmwnhnﬁmyﬁnn'
cial experts, sought to calibrate the cost struchure of the indus-

Ty as it pertains to the provision of respirmtory and infusion

_ drug therapies in the home setting t Medicare and Medicsid

patients. A chief financial officer (ar designes) from each par
ticipated in 20 extenstve follow-up telephone imerview

fessional services that acoompany the provision of drug thes *
apies in the home (such 29 pharmacy, pati=nt managemens,
delbivery, and others) and other corporate costs. Revenve and
cost data -were provided . by surveyed compenies and then -
proportionately allocated to the business unit providing res.

piratory and infision services to patients whose care Is cov-
ered by Medicare or Medicaid Estimates of AWP reductions

. were deyived for approxirnately 50 drig categories lsted in

First Data Bank’s compilation of drugs tht would be affect-
ed by new pricing data (s of June 2, 2000), as commmicsts
ed in 3 Department of Justice letter to Stare Medicaid direc-
tors. In addition to financial dsta, the survey and followp
telephone interviews posed openended questions conoem-
ing the provider's assessment of the business tnopect of pro-
posed AWP reductions in the Medicare and Medicaid sectoes
for those drug therapies under review. Finally, participerts

'Fmﬂthﬂ:{ﬂmofﬂwmhmd" )
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Exhibit 3
Estimated Initial Hnanc:al Impact of AWP Reduct:ons for Resp:ratory
and lnfus:on Drug Therapies to Medicare and Medicaid Patients at
Home by individual Company

Projected Annual Profit or Loss
Eﬁ"&ﬁémﬁmﬁi

-....t, l"z';i-.r

able forthe
provision of home respirtory snd i usiom drug thera
pies to Medicare snd Medicaid patients should the pro-
posed AWP rechuctions be imrplemented. The estimated
mitia] financtal boss to companies es 2 result of proposed
rediuctions ranges fram 2 percent to 214 percent (Exhibic
J). If bad delx costs are exctuded from financial boss esti-
myates, cnly two companies expect to show any profic
from Medicare and Medicaid services aftir AWP reduc-
vions (Exhibit 4). Note in both Exhibits 3 and 4, sampled
companies are srrayed in order of expected ks, not by
size of company.

# The companies projecting the grestest porcentage ksses -

ave those that are the largest and which have operations
in many strees. Two-thirds of the hargest companies and
threequarters of mid-sized companies expect to experi,
oner a 50+ paomnt ke on studied services should pro-
posed AWP reductions be adopred forthe Medicare and

= Muost of the companies with the greatest projected negs-
tive impact are those which serve s high proportion (»75
'putmt]ofMedmpnuumhdmnspnmymd/w
infusion service ayens.

IMPACT OK MEDICARE AND

MEDICAID BENEFICIARIES.

* Medicare and Medicaid henefiriatia actees tn respirato-
ry and infusicn drug therapies s expected to diminich -
should AWP reductions be sdopted. Formns indicate they
will reduce exposure in cevtain public sector markets
Companies repart that they will be foreed w curtafl
accepting new Medicare and Medicaid pattents. Several
cmnpumsmtheymﬂmtthel\ddmmd

h i important for.public policymakers to grasp the
respiratary and infusion services to Medicne and Medicaid

" patients in the home. Companies in this study's sxoyple serve

Mcdicaid patients in 31 states. Due to revesue losses from
Madicaid AWF reductions for respiratory and infosion drug

occeptance of pew Medicaid refermls, not accepting

Page 158 of 182



Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11  Filed 05/07/12 Page 159'cf 182°°'payeieiss 337

\

’ﬂﬂd elderly health

members. Med Care, 1997,35:1119-1131,

1 MLMW&.WLM&
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maker §. Payment restrictions for preseription drup
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DR ORIGINAL CONTRIBUTION

Adverse Events Associated With ~ -
Prescription Drug Cost-Sharing
Among Poor arid Elderly Persons

Robvn Tamblwn. PhD
Rejean Laprise. PhD
James A. Hanlev. PhD
Michae] Abmhamowiez. PhD
Susan Scott. MS¢
Nancy Mave. PhD
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ISIXG COSTS OF MEDICATIONS

and inequities in access 10
medication have spafked

calls for drug policy relorm

in the United States and Canada.'?
One of the most conientions issues is
the introduction of cosi-sharing to
control drug expenditures. Cost-
sharing is iniended 10 deter the use of
drug therapies that do litile 1o improve
health.™ But cost-eflectiveness rests
on the assumption that individuals

" w1l have the capacin: 1o pay for essen-

tial drugs and tha1 they will make
rational choices about which drugs to
usc and abandon. Otherwise, the use

of easential drugs will be curtailed to”

control drug expenditures and shorn-
term savings in the drug budget may
r offsct by downstream costs in the

JAMA, JOOV2BSA421-429

Contaxt Rising costs of medications and Inequities in access have sparked calls for
drug policy reform in the l'.)wnh; Statss and Cm;da. Contrel of l::n.lg m&“ﬂ
prescription cont-sharing erly persons and peor persons Is a contentious
mmu_mmmm%mmmhmmmbmm : .
Objectives To determine (1) the impact of introducing presciption drug cost-
sharing on use of esserrtial and less essential drugs among elderly persons and welfare
recipients and (2) rates of department (ED) visits and serious adverse events
associated with reduttions in drug use before and after policy implementation.

Design and Setting Interrupted time-serles analysis of data from 32 months be-

- fore and 17 months after introduction of a prescription coinsurance and deductible

cosi-sharing palicy in Quebec In 1996, Separate 10-month prepolicy control and post-
policy cohart shudies were conducted to estimate the impact of the drug reform on
adverse events. ' )

_Particlpants A random sampie of 93950 eldetly persons and 55333 adult welfare

medication recipients.

Matn Outcome Measures Mean daily number of essential and less essential drugs
used per menth, ED visits, and serious adverse events (hospltalization, nursing home
admission, and mortality} before and after poficy Introduction, -

Results After cost-sharing was introduced, use of essential drugs decreased by 9.12%
(35% confidence interval [C1), B.7%-5.6%} In eldesdy persons and by 14.42% (95%
Q, 133%-15.6%) in welfare recipients; use of less essential drugs decreased by 15.14%
(95% Cl, 14.4%-159%) and 22.39% (95% Cl, 20.9%-23.5°%), respectively. The rate
(per 10000 person-months) of serious adverse events associated with reductions in
use of essential drugs increased from 5.8 in the prepolicy control cohart t 12.6 n the
postpalicy cohort in elderly persons (a netincrease of 6.8 [95% O, 5.6-8.0]) and from
14.7 to 27.6 in welfare recipients (a net increase of 12.9 [95% €, 10.2-13.5]). Emer-
gency department visit rates related to reductions In the use of essential drugs also
increased by 142 (95% CI, B.5-19.9) per 10000 person-months in persens
(prepolicy control cohort, 32.9; pestpolicy cohont, 47.1) and by 54.2 (95% €1, 33.5- .
74.8) among welfare recipients (prepalicy control cohort, 63.6; postpolicy cohort, 123.8).
These increases were primarily due to an increzse in the proportion of recipients who
reduced their use of essential drugs. Reductions in the use of iess essential drugs were
not associated with an ingease in risk of advene events of ED vistls,
Conclusions In our study, increased cost-sharing for presaiption drugs in elderly per-
sons and welare recipients was followed by reductions in use of essential drugs and a
higher rate of serious adverse everits and ED visits associated with these reductions.

e jamarom

Authvor ANliaSeec MLl Uiniversity, Departrerd of
Mygeone and Deparimend of Epidemiciogy s Bio-
siatnbct, Moretdal, Quebee. | .
Corresponding Authot snd Rapriats: Robyn
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Tambiyn, PhD, MrCIT University Health Coniar,
Roysl Victora Hotpital She, Rots Paviion, ROom
4-12. EE7 Puw Ave W, Moririsl, Cheber, Canada
H3A 1A, .
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ies were conducted in comparable 10-
nonth periods before (Augan 1993 1o
1996) and afier {Augus: 1996-1997)
policy implementation (FIGURE 1). The
prepolicy control smdy provided an es-
timate of the expecied rate of adverse
gvents due o reductions in drug use
prior w policy implementation. The es-
rfimaton of an expecied rate was tm-
ponant because even when drugs are
free, individuals will experience ad-
verse drug events due 10 injudicions re-
ductions in needed therapy, because of
forgetfulness, adverse effects, or mis-
perceptions about the importance of
drug reatment.” The difference in the
rate in the prepolicy conuol study vs
the postpolicy study was used 1o esti-
mate the impact of the drug reflorm on
adverse evenis. This approach had sev-
eral advantages. First it voided biases
related to ecological fallacy™ because
changes in drug use were linked at the
level of the individial with the ocour-
rence of adverse events and ED visiis
Second, it provided a means of isolar-
ing the effect of the drug poliey from
other health care policies that were
mplemented in the same 4-year pe-
tiod that may have reduced the rate of
* ED visits and hospitalizations. unre-
lated to prescriptiontdrug use (hospi-
1al closures and realiocation of service
jocations). Finatly. the prepolicy and
posipolicy cohort study approach veri-
fied 1he assumption that the primary
impact of cost-sharing would be 10
.increase the prevalence of reductions
of drug use rather than changing the
“biological risk ™ associated with ration-
ing orstopping therapy. Thus, the stud-
jes were designed to estimate both the
visk and the population auributable
fraction or 1he share of adverse evenis
and ED visits due to reductions in drug
use. in the prepolicy and postpolicy

For this analysis. study populations
were limited 10 regular recipients of es-
sentia] or Jess essential drugs, defined
as persons who had a supply of the re-
spective medication in each of the 12
months prior to the follow-up period
or new users with a minimum of 6

. onths of continuous use.

ADVERSE OUTCOMES OF PRESCRIPTION DRUG COST-SHARING

Data Sources

Four provindal health databases, valt-
dated in previous research % were
linked by unlque encrypted health

numbers. The heneficiary demo- -

graphic database provided data on drug
phan eligibility, death, and beneficary
characteristics, The prescription claims
dawabase, which includes the drug,
quantity, date, and duraton for each
prescripdon dispensed from commu-
niry-based pharmacies, was used 10

measure medicadon use. The physt- -

cian claims database, which inctudes the
date, type. and locadon of service de-
livery (cg. inpatient, emergency, clinic),
was used to measure ED visits and bos-
pitalization-institutiopaltraton. The
hospitalization daabase was used to
validate claims-based measures of hos-
pitalization-instirutionalization.

Prescription Drug Use
The number of drugs avallable each day
was czlculzted from prescription claims
records using methods developed 10
convert the date, drug, 2nd duration of
prescriptions dispensed ino a drug-
by-day mauix.” In each of the 53
months of the time scries, 8 matrix of
monthly mean daily drog nse was then
constructed for each beneficiary (forall
drugs and separately for essenual and
less essential drugs). The firs 3 months
of the time series md of eoverage for
newly eligible recipients were ex-
cluded to avold anificially lower val-
ucs for drug use In the first few months
of available prescription information
The month immediately prior 1o policy
tmplemeniation 2lso was excluded be-
cause ol passible preseription siockpll-
ing. Jeaving 49 months for analysis.
For the prepolicy and postpolicy co-
hon studies. reductious in drug use
were measured first by estimating an ex-
pecied daily drug use for each person.

-The resulting expected values were then

compared with observed use in the 10-
month {ollow-up period. The ex-
pecied use value was estimated as the
level predicted for the last bascline
month by a linesr irend [it 10 each per-
son's mean monthly daily drug nse in-
the baseline vear, This method conser-

e ——————
Figure 1. Time Sevies and Prepolicy Control
and Postpolicy Cohort Design
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would remsin constant rather than in-
crease during follow-up. In addition it
was assumed that the impact of recuc-
tions in drog use would cumulate over
time. Therefore, time-dependent mea--
sures were used to summarize differ-
ences between expected and observed
use during the follow-up period. Time-
dependent measures of drug nse also
ided a means of adjusting for un-
tsual drug consumption patterns trig-
gered by the fearures of the drug policy.
Far instance, the deduciible and maxi-
mum ceilings Institoted a patiern
redncrions in one month may
be compensated for by increases in the
next when drugs were free for those per-
sons reaching the spending celling, Cu-
mulative mean monthly increases (ob-
served > expecicd) and reductions
. (observed < expecied) in drug use were
" calculared as the sum (from the first [ol-
low-up month) of the manthly differ-
ence inobserved and expecied drug use
divided by the number of follow-up
months, For example, an Individual
who had an expected value of 3 drugs
per month and who filled prescrip-
tions for 3 drugs in the first 2 months
of follow-up and 8 in ihe third month
would have a mean cumulstive reduc-

JAMA, Jarmary 74731, 2001Vl 288, Ko, 4 42D
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showed 8 9.12% (95% 1, 8.7%-9.6%)
reduction in the number of essential
drags used per day (0.17 drugs; 95% 1,
0.16-0.18). Absolute and relative recuc-
sions were higher wellare recipl-

: smong
ents (14.4%; 93% (1, 13.3%-13.6% and

sheolute reducton: 0.21;93% (1, 0.19-
0.23 essentrial drugs per day).

Relarive reductions were greater in
the use of less essentlal drugs by
eldesly persons and welfare recipi-
eats (13.14%; 95% Cl, 14.4%-15.9%
and 22.39%: 95% Cl, 20.9%-23.9%,
respectively) than for essential drugs
(FIGURE 3). However, because fewer
Jess essential drugs were nsed per
day, the absolute size of the redue-
tion was smaller for less essential
drugs (elderly persons, 0.10 and wel-
fare recipienis, 0.15) than for cssen-
tial drugs {elderly persons, 0.17 and
wellare recipients, 0.21). Also, there
was 2 significant decrease in the
slope of less essental drog use over
time in the postpolicy period (policy/
time interaction) for the eklerly per-
sens (B=-0.009; P<.001) and for the
welfare recipients (&-—0.008:

T P.001).

As expected, in both the prtpohq
and postpolicy smd:p, there was a sig-

nificantly higher ray of adverse cvenus

deD\uumthoscmdmdualswho
reduced their use of essential drugs vs
those who did not (TABLE 3). Dose-

ADVERSE OUTCOMES OF FRESCRIFTION DRUG COST-SHARING

response relationships were evident  drmgs/d), and major reductions (=1
berween the magnirude of the reduc-  droge/d) were 256, 272, and 385 per
tion snd the rates of both outcomes. 10000 person~montha, respectively,
For example, in the prepalicy conrol  Reduction of 1 medication would be
study, the rates of adverse events in  equivalent to stopping 1 drug or
those with no reduction (0.1 drugs’ rationing 2 drugs w half the
d}, minor reduction (0.1 to 0.5 wuse. Risks associaied with reductions
Table 2. Characteristics of the of Essential and Less Essential Drugs in the
Prepolicy Yenr (August 1995-July 199§) .
Exerly Persona Achit Waltare Rcipients
y Lass ” . Lass '
Essential Essantial Essantial Essential
Tots No. of medication: recigients 83850 55331
Mackcation recicwrnts, No. {9) . 70601 (75.5) 38065 140.5) - 25820 46.7) 14538 R6.Y)
Female, % B1.4 8RO B0.9 81.7
Age, mesn 51, y 731 5.6 7.4 (5.6) 4340126 44705
Flan type for recication by .-
rcome-indexed caling, No. (%) . .
200y AMIET) 23ETEF 25520000 14838100}
55004y 26157 B0.5) 14544 383
5750k 40633 {57.4) 20734 [54.5)
Dx?mudpum meEn {500, No. -
ot 3103 3480 2403 2.8Mm.9)
Esssartial 17 4.3 1548 12 {4.1) 1013}
Lass essantial 03 1.6 0.5 [1.6) 03 0.5 0.5{1.5)
Monthly dnug costs, s
Tﬂlgw mesn SOl B? T2 eg e 75 &332 6 gy
Essernal ' 43 154) 42 NEN 39 (184} B[O
Less posemial L) 7 20 T ARS B 1)
Heafth sarvica usa, mean (50)
Emergency ceparmnt viss/ mo 0.1 0.8 ot 0.0 o2t 0.2 N1.4)
Hospitakend per yasr, & 219 a2 78 303
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Figure 2, Observed and Predicied Usk of Essential Madication in the Prepolicy and Postpolicy Periods .
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ADVERSE OUTCOMES OF PRESCRIFTION DRUG COST-SHARING

likely 10 be related to the cost-sharing
policy. Prescription datms files do not
indicate what drugs were uken, only
medication purchased Although pre.
scription refill rates provide a reason-
ably accurate measure of medication
compliance, 24 redustions in drug vse
could have been overestimated If indi.
viduals received free samples or pur.

- chased equivalent over-the-countex

preparadans (eg, aspirin) after policy
implementatdon. However, these indi-
viduals would be Blsely classified s hav-
ing reduced medicarion nse, and as & re-
sult. the risk associated with reductions
in drug use in the postpolicy studies
would be underestimated.

Indications for therapy were un-
known. Drugs classified as less essen-
tial may have been required therapy for
some individuals {eg, benzodiaz-
epines for panic disorder), whereas
some cssential therapeutic drugs may
have heen prescribed withour ad-
equaie clinical indication {eg, dturer-
ics for transitory elevation in blood
pressure). This misclassification would
likely jead to an underestimation
of both the potential benefits of redue-
ing the use oflm essental drugs and
the risks of Ffucing essential drug
therapy.

Our study suggests that the prianary
mechanism by which cost-sharing
affected the rate of adverse events was by
increasing the proportion of people who
made reductions in the use of cssential
drugs. We cannot confirm that reduc-
1ions in essential dmg use led 10 2 dete-
rioration in health status, but we believe
that this is a plausihle explanation for sev-
enal reasons. Firsy, there was a dose-

response relstionship between the mag- -

nitude of the reduction in the nse of
essential drugs and the risk of adverse

cvents and ED visits. Second. reduc-

tigns were associated with an increase
in 1he risk of adverse events in the
prepolicy and postpolicy period, a phe-
nomenon that would be expected #f
reductions represented medication non-
compliance. Firally, the nsknsadned
with redurction was 10 essential
drugs, for which thiere s clinical rrial evi-
dence of efficacy. . _

433 1AMA, Jammry 431, 2001—-Vol 383, No 4

The challenge for insuters has been
to craft health cre policies that pro-
vide adesuate access to drug therxpy
while simultaneously exercising fis-
cally responsible control over the drug
trudget. Consumer cosi-sharing has
been the princtpal method of fiscal con-
trol becmse 1t assumes that pegple will
value what they pay for and as a re-
sult, they will reduce their use of no-
necessary medicariom when they sre re-
guired to eontribute a pordon of the
payment* While this reasoning may
a2pply to many consumer goods, cost-
sharing has beent shown to have unin-
ténded effects in health care, such as in-
creasing hospital admissions Witao-4
Consumers may not have the informa-
tion needed 10 make wise decisions
about necessary weatment. We est-
mate that for elderly persons alone, the
drug pelicy reform in Queber may re-
sult in 7000 additiona] adverse events

-per milion armmally. In light of the sub-

stantial invpact that drug policy can have
oo the population’s health, there Is a

need 1o redress the relative scaredty of :

scientific data on the outeemes of policy
interventions. Our results suggest that
more suingent cost-sharing pharma-
crudeal cost coniainment policies in
other parts of Canada®™ and the United
Sues™ may conuibute w avoidzble ill-
nesses,

Azthor Contribations: Dr participated b

Deryopllw sudy oncept sad desipn.
and inderpueiation of data, dretting of meme
nﬁl.uhﬂlmdmhmh

oblained

Dr Hurley participated in acculsition of dats srd erit-
ol revhsion of marsuseript for wbﬁa&dm
tent, ared statictiesl

wﬁﬁr{ﬁmdum' n:i
shudy supervision.

Dr Latimer participated in anatysis and interpretation
of data, critical revision of the mardacrigt for impor-
tant irtelectual content, and provided statictical ex-

pertine,
Dr Perreault n and de-
i pie el s

support.
Dr Larochelle participated in anafysis snd interpreta-
hddﬁlﬁ@ﬂﬂmﬁhdhmﬂ&
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Erptianedrug aoverage for medicare srrolerr 2 o

o action. N Engl ) sAed. 1959340710728,

2. Minister of Publit Werks snd Gowernmen? Sar
vices. Canaclian Health Actiore Bullding on the Legacy:
Synthetly Ruparty and houed Papert, Ottawa, O
tarics: Mational Forum on Health; 1997, Cal Ho. H2 -
1268/5-2-1957E
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Ing & more restrictve prescription nft on Medic
recipients. Med Cane. 1996.34:686- 701,
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Definition of Drug-Induced Cognitive Impairment in the Elderly

Donna M. Lisi, PharmD, BCPS, BCPP, CGP, FASCP

Medscape Pharmacctherapy 2(1), 2000. ® 2000 Medscape Portals, Inc

introduction

Drug-induced cognitive impairment can generally be categorized into 2 types: deliium and dementia. Drug-induced delirium
rafars to the development of an acute confusional state, whereas drug-induced dementia implies & more chronic alteration in
mental function.!} Drug-induced cognitive impairment is the most common reversible cause of confusion.] It can be either
dose releted or, in some cases of delifium, it may be idiosyncratic. Cognitive impairment secondary to nonpsychoactive
medications may be more likely to result from an idiosyncratic mechanism. Compared with drug-induced delirium, less ia
known about the prevalence of drug-induced dementia.[!]

Nearly every drug class can cause either drug-induced delirium or dementia in clder persons. The elderly may be espedially
prone to developing drug-induced cognitive impairment due to age-related changes in drug pharmacokinetics {eg, reduced
oxidative metabolism, reduced renal function) and phermacodynamics. The elderly may also be at greater risk of drug-
induced confusion than younger people because of decreased functional reserve of the CNS and changes in brain perfusion.
They may have alterations in neurotransmitter systems. Alzheimer's disease and vascular dementia are more common in this
ege group; dementia is 2 major predisposing risk fector for the development of drug-induced cognitive impairment.
Polypharmacy, involving both prescription and over-the-counter medications, is also very common among the elderly and
increases the risk of cognitive impairment Electrolyte imbalances, which occur frequently in older persons, can predispose to
cognitive changes.

Delivium

Diagnostic criteria for delirium in the Diagrostic and Statistical Manual of Mental Disorders, fourth edition (DSM-IV), ere
divided into 5 categories based on the possible etiology of the syndrome, ie, whether it is thought to be attnbutable to: e
general medical condition, substance intoxication, substance withdrewal, multiple atiologies, or not otherwise specified. For
“Substance Intoxication Delirium," the criterie state that there is evidence from the history, physical examination, or ieboretory
findings of either distutbances in consciousness with reduced ability to focus, sustain, or shift attention OR that thereis e
change in cognition or the development of a perceptual disturbence that is not better accounted for by a preexisting,
esteblished, or evolving dementia AND that these symptoms develop during the substance imtoxication AND that medication
use is etiologically related to the disturbance. For "Subetance Withdrawel Delirium,” the symptomatology must present during
or shortly after the removal of the drug. "Delirium due to Multiple Etiologies” considers the possibility that there may be more
than 1 cause of the delirium, eg, drugs end the underlying medical condition. If the cause of delirium is not addressed by any

of the above categories (eg, sensory deprivation), it is considered "Not Otherwise Speciﬂed.“m

Critena used lo define drug-induced delirum in one study profocol included the following: the drug in question had central
nervous system {CNS} effacts; a toxic level was documsnted, or there was improvement with dose reduction or cessetion;
and the time course of mental status change coincided with the period of drug usea. This definition excluded the presence of

alcohol and drug withdrawa. )

Other terms that have been used synonymously with deliium are transient cognitive impairment, acute brain failure,
exogenous psychosis, oxic confusional state, toxic deliffous reaction, toxic encephalopathy, toxic psychoais, eenile delinium,
acute brain syndrome, pseudosenility, clouded states, neurctoxicity, reversible dementa, intansive care unit psychosis,
postsurgery psychiatric syndrome, metabolic encephalopathy, psychosis associated with organic brain syndrome,

postoperative delirium, and postoperative encaphalopathy. (-9}
Delirium, which is also Known 8s an acute confusional state, is a syndrome characterized by disturbance in consciousness

http://www medscape.com/viewarticle/408593 print 5/6/2002
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{ie, reduced clarity of awareness of the environment), change in cognition including aelteration in attention, disorganized
thinking, disturbed peychomotor activity, and abnormal sleep-wake cycie.l'#] According to DSM-1V, the essential feature of
delifum is a disturbance of consciousness that is accompanied by @ change in cognition thet cannot be better accounted for
by a preexisting or evolving dementia. This disturbance in consciousness results in altered awareness of the environment
and the inability te focus, sustain, or ahift attention appropfiately. This change in consciousness is associated with cognitive
abnommalities (which may include memory impairment, disorientation, or language disturbance such as inabi!ity to name
objects or to write) or the development of perceptual disturbance (which may include misinterpretations, illusions, or
haliucinations}. Additional characteristic features of delirium are its development over a brief period of time and that it has e
fluctuating course. Disturbances in orisntation and thinking as well as bizarre psychomotor behavior are possible. These
behaviors may manifest as stupor or as severe agitation with the patient trying to pull out intrevenous catheters or trying to
{eave the facility.

Delirium is estimated to occur in 14% to 56% of hospitalized elderly patients.!*9] About 15% of elderly have deliium upon
edmission to the hospital.®! About 10% to 30% of hospitalized medical and surgical patients are experiencing deliflum et any
given time, 11 1and 26% to 55% of eldery who are asymptomatic on admission develop confusion during their hospital
course.P! Once delirium develops; it is associated with a 10% to 75% mortality rate, although desth may be related more to
advanced age and severity of illness than to deliium par se. Unfortunately, 32% to 80% of delirous patients are not
diagnosed properly. |n the elderly, this may be an espedally important problem since symptoms may falsely be atisibuted to
dementia or senescence and because they may manitest as the hypoactive form of delinum, which ia characterized by
lsthargy and decreased activity. Patients may also demonstrate a mixed form of delirium having elements of both the hyper-
and hypoactive states. This mixed state may be the most common presentation of defirium.{'912-%4] Francis and assaciates!!]
found that iess than half of the delirious olider patients in their study demonstrated disruptive behaviors, hallucinations, or
delusions. Rather, somatic features such as incontinence were the problems most frequently associated with the onset of
delirium.

Another problem thst may occur in the eldefy is the persistence of symptoms even once the underlying condition is
addreased end the patient is discharged from the hospital. About ocne fifth of patients may have residuat symptoms of the
dalirium present even 6 months postdischarge. ['%) The risk for eldery patiants of either dying or of being transferred to 2n
institutional care setting may be especieily high following the first 6 months after discharge from the hospital. Patients who
succumb to thess outcomes demonstrate more cognitive and functional impairment. Cognitive impairment may outiast the
acute syndrome. Up to 55% of those who experience delifrum may have permanent cognitive impairment, which may be a
harbinger for the onset of dementa.!' Delirium may serve ae a marker of future cognitive and functional impairment"a] The
likelihood of devaloping delirium appears to be inversely reiated to & patient's physiological reserve capacity.

Delirium occurs in 25% to 40% of all patients with cancer and up to 85% of patiants who are in the terminal phase of the
disease. This alteration in mental status may be attributeble to both the underlying condition as well as to the cancer
treatment utilized. Yet, there is a paucity of data on the cognitive side effects of cancer reatmants used among older adults.
[=]

Surgical patients may be especially at risk for developing cognitive impairmant. Postoperative dsliium in the eldery occurs in
10% to 81% of those aged 65 or older. Orthopaedic patients are more likely to experience delirium than those undergoing
general surgery. Delirium develops in 44% to 55% of hip surgery patients vs 10% to 14% of generel surgery patients. Even
patients undefgoing cataract surgery are at risk. {n the coronary and intensive care units, between 2% and 30% of patients
experience delirum.[13.16]

Medications are the most common reversible cause of deliium. |tis estimated that medications contribute to 22% to 39% of
all cases of delinum.[*® A recent study involving older hospitelized edults found that the most likely primary cause of dalirium
in their study population was medication usa.['7]

Dementia

According to DSM-IV, multiple cognitive deficits that accur with dementia only in the context of substance use are diagnosed
&5 "Substance Intoxication” or "Substance Withdrawal * If the dementia resulis from the parsisting effects of a substance (je,
a drug of ebuse, a medication, of toxic exposure), "Substance-Induced Persisting Dementla” is diagnosed. Cther causes of
dementia (eg, “Dementia Due to a Generel Medical Condition") should afways be considered, even in e parson with

substance dependence.!

. The essential feature of dementia is the development of multipie cognitive deficits that incdude memory impairment and at
. least 1 of the following cognitive disturbences: aphasia, apraxia, agnosia, or a disturbance in executive functioning. The
cognitive deficits must be sufficiently severe to cause impairment in occupational or social functioning and must represent a

http://www.medscape.com/viewarticle/408593 print 5/6/2002

Page 165 of 182



Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11  Filed 05/07/12 Page 166°0f 182 ' PaGEINE 344

decfine from a previously higher level of functioning. ]

Dementia is a chronic, insidious, progressive, and often permanent form of cagnitive impeirment that i_ncludes impaired
thinking, memory, and leamning abilities and difficulties in daily functioning, problem solving, and emotional controi (Table 1).

%] Dementia occurs at age 60 in about 1% of the population: however, this increases to greater than 30% by age 85.0'8) Starr

and Whalley!1% make the following distinction: "Drug-induced dementies reversed by withdrawat of the offending drug are
probably best thought of within the epectrum of delirous states, while dementias thet are drug-related and persist when the
drug is withdrawn are, de facto, drug induced.” However, as they point out, a satisfactory definition of drug-induced dementia
is lacking.

Drug-nduced dementia may be a cause of cognitive impairment in about 12% of patients with a suspected dementia. In the
elderly, this is distinguished from ege-related cognitive impairment, where the dectine in mental function is considered a part
of the normal aging process. The reletive odds of a drug-induced dementie increase as the number of medications consumed
rimes. The relative odds range from 1.0 with the use of 0-1 drugs to 9.3 with the use of 4-5 medicines.l'82% Medication side
effects eccounted for 5% of reversible dementias in patients aged 60 or older in one study‘lz'] The prevalence of drug-
induced dementia in the general population is unknown.[)

Drugs may impair cognition indirectly by metabolic effects, such as hypogtycemia, by altergtions of immunologic factors within
the CNS, and by actions that interfere with synaptic transmission. Classes of drugs most often associated with the

development of drug-induced dementia include benzodiezepines, entinypertensives, and anticholinergic agiemts.m’l

DSM-1V also recognizes research critena for “Mild Neurocognitive Disorder." This condition is defined by the presence of 2 or
more of the following impairments in cognitive functioning, usually lasting for a period of at least 2 woeks: memory impairment
as idenified by a reduced ability to Jearn or recall information; disturbance in executive functioning (ie, planning, organizing,
sequencing, ebstracting); disturbance in attention or spaed of informeation processing; impairment in perceptual-motor
abilities; and impairment in language (ie, comprehension, word finding). However, this condition should not be consideredif a
patient meets the criteria for "Substance-Retated Digorder," including medication-related side effects. "Substance-Related
Disorders” include disordems related to the taking of drugs of abuse (including alcohol), the side effects of a medication, and a
toxic exposure. Medications that cause substance-reiated disordems include, but are not limited to, anesthetics and
anelgesics, anticholinergic agents, anticonvulsants, antihistamines, entihypertensive end cardiovascular medications,
antimicrebiel medications, antiparkinsonian medications, chemotherapeutic agents, corticosteroids, gastrointestinal
medications, muscle relaxants, nonsteroidel enti-inflammatory medications, other over-thecounter medications,
antidepressant medications, and disulfirem. Within this dessification is "Substance Intoxication." This diagnosis requires the
development of a reversible substance-specific syndrome caused by the recent ingestion or exposure of a substance end
requires that the clinically significant maladaptive behavioral or psychoelogical changes associeted with the intoxication (eg,
belligerence, moed lebility, cognitive impairment, impaired judgment, impaired social or accupetionel functioning) are
atiributable to the direct physiologic effects of the substance on the CNS. In "Substance-Induced Persisting Amnestic
Discrder,” memory disturbence must not occur exclusively during the course of e delifum or a dementia, and it must persist

beyond the usual duration of substancs intoxication or withdrawal. B!

Delirium may be superimposed on dementia. Approximately 22% of ambulatory demented elderly have concomitant defirium.

22 For any patient with a diagnosis of dementia who auddenly develops B change in mental status, delinum shouid be ruled

out. The manifestation of delirium in a patiert with dementia may be atypical. Even in demented patients, cognitive function

may temporarily improve if an offending agent is removed. Delinum and dementia may be 2 places along a spectrum ie, if

galin'um is not reversed, it may evolve imto dementia. Further, depression may mimic either dementia or the early stages of
Blifum.

Risk Factors for Drug-induced Cognlitive Impairment

Major risk factors that have been identified es predisposing to delirium include a diagnesis of dementia or other
neuropsychological disorders, advanced ege, end sepsis. Cther predisposing factors include hy poalbuminemis,
hospitelization, postoperative status, myocardial infarction, congestive heert failure, ecute blood loss, stroke invoiving
subcortical regions, severe chronic illnesses, total knee arthroplasly, cardiac and noncardiac thoracic surgical procedures,
aortic aneurysm surgery, functional impeirment, high blood urea nitrogen/serum creatinine ratio {azotemia), proteinuiia,
lymphocytosis, HIV disease, sengory impairment, untreated pain, fluid and electrolyte imbalances, acid-base disturbances,
infection, hypoxia/ hypercarbie, Parkinson's diseasa, depreseion, abnormal glucose levels, acute urinary retention, nutritional
deficiencies (vitamin B,,, folate}, collagen diseases, blood dyscrasias, constipation/diarthea, hype- er hyperthermia,

unfamiliar environment/ isolation, sleep deprivation, malignencies, aicohol or substance abuse, psychosocial factors or acute
stress, dieorders caused by hypersensitivily, injury by physical agents, male gender, fracture present on admission, family
history of mental iliness, history of serious brain frauma, and, of course, medications (eg, anticholinergic agents, psychotropic

drugs).[¢:588.10.11,131517.22.24.25] open muttiple causes and risk factors for the development of cognitive impairment are
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present.

it is not known what causes delifum; however, among the thecries proposed are: a reduction of cerebral oxidative
metabolism, CNS dopamine and enderphin hyperfunction; brain acetyicheline-dopamine-serctonin-glutamate imbatances;
increased CNS cortigol activity; damaged neuronal enzyme systems; decreased synthesis and function of neurotransmitters,
namely acetylcholine; incréased central noradrenergic activity; dysfunction of beta-endorphinergic neurons; disturbances of
the normal ionic paseage through excitable membranes; gross changes in the electrolyte and water content, osmolelity, end
pH of the internal milieu; presence of false naurctransmittars; impaired syrthesis of macromolecules needed for renewal of
the structural and functional integnty of neurons; mismatch of metabolic supply and demand; involvement of cytokines; and
neuronal loss.®71 These proposed mechanisms point to a number of ways in which drugs may be invelved in inducing
deliriurn by affecting the function, supply, or use of substrates of CNS neurctransmitters or neuropeptides. Cerebrospinal fluid
{CSF) somatostatin-like immunoreactivity and CSF beta endorphin-ike immunoreactivity were found to be lower in deliricus

v8 nondelirious patients, and theee changes persisted even 1 year after the initiating avent B-24.25}

In the elderly, polypharmacy may predispose patients to developing drug-induced delinum. However, there is a lack of data
on this subject, because reports citing multiple causative egents are often not published. In the late 19708, summensi2®! tried
to estimate the riek of developing drug-induced delirium based on the propeneity of a drug either to have amticholinergic
effects OR to be associated with the onset of altered mental status AND itz daily effective dose. The relative risk of
developing delirium when 3 or more medications are added during the hospital course may increase 3-fold. 271

Drugs Associated With Cognitive impairmeant

Teking a thorough drug history is one of the first steps that should be pefformed when assessing en older patient with
changes in cognitive function. This history should include prescription drugs, over-the-counter medications, illicit substances,
alechol uee, herbs, vitamins, nutreceuticals, homeopathic products, and naturopathic remedies, including the use of home
remedies as well as other forms of complementary or glternative medicine. In the elderly, an increased number of

medications may have a greater negative impact on orientation and memory as opposed to concentration and judgment. 281
The more complex a drug regimen, the more difficult it may be to identify the specific drug(s) that may be causing cognitive
impairment. It is important to note that in the elderly, drug-induced cognitive impairment may occur even in the presence of
nontoxic or therapeutic levels of a drug. Further, there may be intraclass differences in the propensity to induce cognitive
impairment.

Numerous drugs have been identified in The Medical Lelter on Drugs and Therapeutics as causing a muliitude of psychiatric
gymptoms, including hellucinations, fearfulness, insomnia, paranoia, depression, delusions, bizarre behavior, agitation,
anxjety, penic attacks, manic symptoms, hypomania, depemonalization, psychosis, schizophrenic relapse, aggressivenesg,
nightmares, vivid dreams, excitement, disinhitition, rage, hostility, mutiem, hypersexuality, suicidality, erying, hyperactivity,
euphoria, dysphoria, lethargy, seizures, Tourette-like syndrome, obsessiveness, fear of imminent death, illusions, emotional
lability, senseory distortions, impulsivity, and irritability, which can impact on mental capacity. Further, there are 2 number of
medications that may be linked to causing cognitive impairment by inducing delirium, confusion, disorientation, memory loss,
amnesia, stupor, coma, or encephalopathy. Among these drugs are: acyclovir, anticholinergics and etropine, anticonvulsants,
tricyclic antidepressants, asparaginase, baclofen, barbiturates, benzodiazepines, beta-blockers, buspirone, caffeine,
chlorambueil, chioroguine, donidine, clozapine, cytarabine, digitalis glycosides, disulfiram, dronabinol, ganciclovir, histamine-
2 armtagoenists, ifosfamide, interleukin-2, ketamine, levodopa, maprotiline, mefloquine, methyldopa, methylphenidate,
metrizamide, metronidazole, pergolide, phenylpropanotamine, pilocarpine, propafenone, guinidine, salicylates, seligiline,
sulfonamides, trazodone, and trimethoprim-sulfamethoxazole. Often these medications produce more than 1 type of
psychiatric symptom. 2]

A simple mnemonic to help remember the drugs or drug clesses thet are associeted with acute changes in mentel status in
the elderly is ACUTE CHANGE IN MS (Table 2).F0

Many of these drugs have already been recognized as being potentiatly inappropriate for use in the elderly. In 1991, Beers
and colleaguesm] published explicit criteria for detarmining inappropriate medication use in nursing home residents. These
criteria were derived by expert consensus using the Delphi method. The risk-benefit profile of spadific agents within various
drug classes, inciuding sedative-hypnotics, artidepressants, antipsychotics, antihypertensives, nonsteroidal anti-inflammatory
agents, oral hypoglycemics, analgesics, dementia treatments, platelet inhibitors, H,-blockers, antibiotics, decongestants, iron,
muscle relaxants, gestrointestinal antispasmodics, end antiemetics, were examined. Many of the drugs were cited beceuse of
potential CNS adverse effects.1] This Jiat was Jater updated in 1897 to include drug-cisease combinetions thet may elso be
ineppropriate for use by the elderly 2 In 1993, the Health Care Financing Administration drafted new nursing facility survey
procedures and interpretative guidelines based on these 2 articles. Under these new guidelines, which wert into sffect on
July 1, 1999, drugs thet were considered to have a high potential for severe CNS adverse outcomes were pentazocine, long-
ecting benzodiazepines, amitriptyline, doxepin, meprobamate, disopyramide, digoxin, methyldopa, chiorpropamide (if
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hypoglycamia results), gastrointestinal antispasmodic drugs, and barbiturates {Table 3}.

Other drugs that were considered to be potentially inapproptiate, but were thought to produce less severe adverse outcomes,
were identified. Among the medications that may produce adverse CNS effects are indomethacin, reserpine, _
diphenhydramine, muscle relaxants, sedating antihistamines, and timethobenzamide {which can cause extrapyramidal
effects). Lastly, drugs were identified that may exacerbate insomnia. This list of medications included decongestants,
theophylline, desipramins, selective seratonin reuptake inhibitors {SSRIs), methylphenidete, monoamine oxidase inhibitors,

and beta-agonists. >}
Anesthetics

Both anesthetics and preoperative medications such as anticholinergic agents used to dry up secretions or sedative )
premedication {barbiturate or benzodiazepine) have been associated with the developmant of delirium postoperahvely._Smce
it is thought that the residual effects of anesthetics on cognitive function may remain 48-72 hours after surgery, the choice of
the anesthetic drug is important. Newer medications with shorter elimination half-lives may be preferred in the eiderty [®] The

type of anesthesia (ie, general ve spinal) does not seem to affect the occurrence rate of postoperative defirium.[14)
Antibiotics/Anti-infectives

Although sepsis is one of the main risk factors for delirium, antidotice and anti-infective agents may also prodlce changes in
mentai status. Among the agents that have been associated with deliium are eminoglycosides (eg, gentamicin, tobramycin,
streptomycin), penicillins, cephalosporins, sulfonamides, and fluoroquinolones {eg, ciprofioxacin, ofioxacin).l'%34] ynhibition of
GABA may be involved in fiugroquinolone- and penicillin-induced delirium. Penicillin can induce psychesis and
encephalopathy. Risk factors for drug-induced delirium include renal impaiment, increased permeatility of the bicod-brain
barrier, high antibiotic dosage, intrathecal or intravenous administration of antibdotics, prior psychiatrie illness, severe medical
iiness, slow acetylator status, and advanced age. Qverall, however, this class of drugs has & low risk of inducing cognitive
changes. 18] Other anti-infectives that have baan associated with drug-induced cognitive impairment are erythromycin,
darithromycin, ketoconazole, smphotericin B, isoniazid, ifampin, quinacrine, chioroquine, quinine,
trimethoprim/suifamethoxazole, amantadine, acyclovir, and zidovudine, [22% Trimethoprim-sulfamethoxazole can cause acute
psychosis and a catatonic depressive-fike reaction. B0

Anticholinergic Agents

This class includes drugs with known anticholinergic properties such as the first-generation, sedating amihistamines {eg,
diphenhydramine, hydroxyzine, chiorpheniramine, meclizine), antispasmodics (eg, belladonna, diphenoxylate, dinidium,
dicyclomine, hyoscyamine)}, oxybutynin, trazodone, ipratropium bromide, tricyclic antidepressants (which are discussed
separately under antidepressants}, phenothiazines (eg, thioridazine, prochiorperazine, promethazine, chiorpromazine,
fluphenazine), muscle relaxants (cyclobenzaprine, orphenadrine), mydriatics {atropine, homatropine, tropicamide},
diphenoxylate/atropine, antiparkinsonian agents (g, benziropine, tihexyphenidyl), and antiarrhythmics (eg, disopyramide,
quinidine, procainemide}. Further, other drugs which may have possible anticholinergic effects include codeine, colchicine,
warfarin, digoxin, furosemide, haloperidol, isosorbide dinitrete, meperidine, nifedipine, cimetidine, ranitidine, prednisolone,
quinidine, and theophylline ['93%37] Many drug dasses starting with the prefix “ant™ have anticholinergic properties {eg,
antihistamines, antidepressants, antipsychotics, antispesmodics, antiparkinsonian drugs, and some antihypertensives) and
may help alert the practitioner to drugs that may be a source of confusion in their patients. 6]

Anticholinergic agents have been causally linked to the development of memory impairment in healthy subjects. Memory
impairment may be aesociated with basal forebrain cholinergic pathways, wherees changes in consciousness seen in
deliium may be attributable to alterations in pontine cholinergic pathways projecting into the frontal cortex and brain stem.

Acetylcholine is also involved with attention, the sleep-wake cycle, and other aspects of cognitive functioning B-13)

In a study that was published in 1983, approximately 60% of nursing home residents and 23% of ambulatory patients were
recoiving drugs with anticholinergic properties. In s5ome cases, petients may have received 3 or more anticholinergic

medications concurrently. @8]

Tune and others8l examined the anticholinergic effects of drugs commonly prescribed for the elderly as a polential means
for assessing risk of deliium (Table 4). Using a standard concentration of 10" M of 25 compounds and en anticholinergic
radioreceptor assay, they assessed these substances against an internal standard of atropine. Atvopine equivalents
represented in nanograms per milliiter of equivelent amounts of atropine were compared to the test drug. Of the 25 drugs
tested, 14 produced detecteble anticholinergic effects with 10 of these 14 mediceations, resulting in anticholinergic levels that
have been associated with significant deficits in memory and attention in normal elderly.
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Medications that were not associated with anticholinergic effects in this study induded hydrochiorothiazide, prapranalol,
salicylic acid, nitroglycerin, insulin, methyldopa, ibuprofen, diltiazem, atenolol, metoprolol, and timolot, P®

In an earlier paper, Tune and colleagues!® had found that postopsrative cardiac surgery patients who had experienced
delinum had high serum levels of anticholinergic drugs and that impairment in cortieal function was related to this elevated
level. This group later examined the cumulative anticholinergic effects of drug regimens among surgical intensive care unit

patients;[‘"] They heve since expanded their work to exeamine the anticholinergic effects of 48 commonly prescrbed
medications.42]

Flacker and colleaguesP®! enalyzed the association of serum anticholinergic ectivity with delirium in medical patients aged 75
or older. Delirium was associated with a higher serum anticholinergic activity quintile. The number of symptoms of delirium
ware also associated with higher serum anticholinergic ectivity. Mach and colleagues!*®l demonstrated the resolution of
dalirium in en eldery population upon discontinuetion of medications, which resulted in a reduction of serum anticholinergic
levels. Only S of 17 medications discontinued were known to have in vitro anticholinergic activity. Even topicaity administered
anticholinergic ophthatmic preparations have been associated with the development of delirium, #4451 Other investigators
have reported the presence of high serum enticholinergic levals among patients who have not recefved a drug that blocks
acetylcholine, which raises the possibility of en endogenous source of antichofinergic activity that may possibly increase
during times of stress [95.46] Among elderly pursing home residents, serum anticholinergic activity seems to increase during
illness and declines upon recovery, regardiess of medication d'lenges‘l‘m

In the presence of central enticholinergic toxicity, the use of physostigmine (e 1- to 2-mg test dose) may rapidly improve
mental status. Howsver, this drug has many severe side sffects, including increased secretions, bronchospasm, vomiting,
aspiration, and bradycardia, $0 its routine use cannot be advoceted in the elderly.["® The velue of ecetylcholinesterase
inhibitors such as donepezil in this setting is unclear. Often, removing the causative agent end offering supportive care mey
be sufficient.

In summary, the likelihcod of developing delirum following ingestion of an anticholinergic is unpredictable and may depend
on ather concomitant medications thet exert anticholinergic effects, baseline cognitive status, phammacokinetic or

pharmacodynamic effects, spacific agent used, and the total anticholinergic burden.[18)

It should also be atated that despite a¥ of this evidence, the association between anticholinergic drugs and the development
of delirium is not universally accepted. Francs and coworkers 14! and Schor and colleagues!® failed to demonstrate causality
between the use of these agents and the development of delirium in elderly medical inpatient populations. Yat others have
felt that the lack of assaciation between delifum and enticholinergic drugs in epidemiologic studies is one of misdassificaton

of drug effects rether than the inability of the anticholinergic effects of drugs not to produce delirium. 4]
Anticonvuisants

All anticonvulsants can affect cognition, even in the presence of therapeutic drug levels. They may cause drug-induced
delirium or dementia. These effects eppear to be dose related. Further, repeated episodes of uncontrolled selzures can
adversely affect cognition. Phenobarbital, pimidone, and clonazepam heve a greater negetive impact on cognition than do
valproic acid, carbamazepine, or phenytoin. Tha mentel status changes of phemytoin, phenobarbital, and primidone may be
attributable to interference with normal folate mechenism.P0 in the elderly, it is important to check both aerum albumin and
serum creatining when dosing phenytoin, because both hypoalbuminemie and an alevated serum creatining necessitate

lowering the dose administered. Newer anticonvulsants may also have a lower risk of cognitive impairment.[.18 The
Neurotoxicity Scale has been developed to help assess the adverse effects of anticonvulsants on cognitive functton. The
revised version of the Neurotoxicity Scale consists of 24 questions. Among the domains tested are fatigue, slowing, memory,
concentration, lenguage, and motor coordination. Although this scale may be useful for identifying the presence or ebsence
of an entiepileptic drug-induced eide effect, it is unsuitable for determining the type or severity of this event beceuse it
produces e global or "all or none" evaiuation of whather a person on an antiseizure medicetion is experiencing cognitive
impairmeant. This scale is self administered by the patient. Further, it has baen tested primarily in younger patients (average
34.1 years). Therefora, it may have limited utility in assessing the drug-induced cognitive impeirment of an elderly person who
is already confused or delirious of who mey be on a compiex medication regimen. 43! Use of monotherapy and maintenance
of serum concentrations within the therapeutic range {for older agents with themapeutic drug monitoring available) may help to
minimize cognitive changes.

Antidepressants

it is important to note that in the elderly, depression may present as pseudedementia. Therefore, cognitive impeirment can be
induced by the dis¢ese process itseff. However, tricydic entidepressants ere notorious for producing adverse CNS side
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effects such as delirium, disorientation, and memory impairment in the eldefly owing to their hi_ghly an_ticholinergic properties.
The most comman and specific feature of tricyclic-induced cognitive impairment in the elderly is impaired short-term recall

memory,ml Other types of impairment include reduced reaction time, impaired retrieval from secondary memory, and
. impaired informetion processing.I'] .

Confusion or agitation deveioped in approximately 5% of eldetly depsessed patients who received either amitriptyline or
imipramine. 5" The former agant has been associated with impaired cognitive peformance. Preskomn and Jerkovich®2 found
that 6% of patients administered tricyclics experiencad CNS toxicity. Tricydlic antidepressants can also induce a Creutzfeldt-
Jakob-like dementia.[8]

The wee of tricyciic antidepressants has failen out of favor for usa among patients in this ega group because of their side-
effact profile and the aveilability of newer, sefer dasses of antidepressants. Howaver, if tricyclic antidepressants are to be
used in the elderly, 2 agants have bean preferred because of their more favorable risk-to-benafit ratio. These drugs are
nortriptyline and desipramine. Kutcher and ShulmanP! describe the first case raport of desipramine-induced delirium in an
elderly woman with a subtherapeutic serum desipramine concentration, This 68-year-old woman had initially been started on
25 mg of desipramine. After 1 waek her dose was increased to 50 mg. Within 3 days of the dosage increesa, this woman
started experiencing bouts of confusion, domonstrated inattentiveness and hypoaleriness, and had disorganized speech. Her
serum desipramine level, which was drawn 13 hours after her last dose, was 112 nmol/L {therapeutic range: 500-1000
nmotiL). The drug was discontinued and 3 days later, she was back at her baseline mental state.

In ganeral, risk factors for drug-inducad delirium are high tricydlic antidepressant plasma concentration, advanced age, and
fernale gender.[18)

Trazodone, a nontricy clic antidepressant, ia also associated with impaired cognition. 'l corfusion is one of the most common
side effects of nefazodone, a compound structurally related to trazodone. P9l

Fortunatoly, newer medications that are devoid of anticholinergic properties, such as SSRls and reversible inhikitors of
monoamine oxidase { not yet available in the United States) may actually improve cognitive function as witnessed by
improved vigilance, attention, memeory, and psychomotor performance in some studies. This effect may be unrelated to their
antidepressant properties. B Yet, when these drugs are combined with ather medications, caution may be advieed. 4
. Whereaa the reversible monoamine axidase inhibitors may have less effects on cognition, older monoemine oxidaze
inhibitors such as tranylcypromine have been essacigted with adverse CNS effects. 2! Fiuoxetine has been associated with
the development of acule organic brain syndrome,[55] Caution is also advocated in the face of antidepressant-induced
electrolyte imbalances (eg, SSRl-induced hyponatremia). In the case of $5Rls, one also needs to be concerned about the
development of serctonin syndrome, which is characterized by delirium, autonomic instability, hyperrefiexia, ankle clonus,

tremor, diarrhea, and rigidity.[®-1% Serotonin syndrome may occur when SSRIs are combined with tramadol. P01

Antiparkinsonian Agents

Approximately 20% to 30% of patients with Parkingon's disease have a concomitant dementie.!'] As with patients with ather
neuropsychiatric conditions, Parkinson's patients may be especially prons to the development of drug-induced cognitive
impairment Cne of the drugs that is most often associated with changes in mental status is levodopa. About 5% of patients
develop delirium from the use of thia drug, 557 afthough cognitive symptoms may occur in up to 60% of patients.P% vet, not
all mentel status changes are delirium; patients may expenence isolated hallucinations while maintaining a clear state of
consciousness, and this would not be considered delirium. Early clues to possible worsening cognitive function may include
abnormel dreaming and sleep disturbances.P If these signs occeur, lowering tre dose of medication may be heipfut. A
reletive excess of dopamine has been propesed as a possible cause of delirium.[1%) Risk factors for drug-induced confusion
include increasing age, dementia, and high doses of anfiparkinsonien drugs.!!l As mentioned earlier, anticholinergic drugs
used in Parkinson's disease can ceuse cognitive impairmant. If dementia is present, Parkinson's patients on anticholinergic
agents may be more than twice as likely to develop delirium compared with nondemented Parkinson's paﬁents.“"a]
Amantadine's adverse cognitive effects may ba dose dependent. The dose needs to be reduced in the elderly because of
decreased rena! function. High-potency dopamine agoniets, such es pergolide, may be associated with higher rates of
delirium than levadopa, with altered menta) funclion occurring in 11% to 33% of patients. Bromocriptine cen induce mental
status changes even when used in low doses. Drug-induced deliium is also common with selegiline. Psychiatric side effects
to these medications may become more common as tha diseaae progresses. If these medications were to be ranked by their
potential to cause cognitive changes, anticholinergic Parkinson's drugs would have the highest propensity, whereas

. bromocriptine, levodopa, and sefegiline would be associated with medium degree of risk.['81 If a petient develops drug-
induced cognitive impairment while on multiple antiparkinsonian agents, it may be beneficial to slowly withdraw the
anticholinergics, selegiline, and amantadine before removing othar agents from the regimen,m
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Antipsychotics

As with cther psychoactive medications, the risk of developing drug-induced cognitive impairment may be dose related,

. However, age may als¢ be a significant riak factor for the development of this condition. Many traditional antipsychotics

A possess anticholinergic properties (eg, thioridazine, chlorpromazine, trifluoperazine), which may partly explain the

predisposition of this class of drugs to the development of delirium and accelerated cognitive dectine. One of the newer
atypicals, clozapine, is also highly anticholinergic. Other atypicals that are devoid of significant anticholinergic effects, such as
risperidone, appear less likely to cause drug-induced delirium. Such drugs s thioridazine and ¢hlorpromazine may have a
medium potential to induce cognitive changes, whereas risperidone has a low risk of such an event The possibility of
newroleptic malignant syndrome should also ba ruled out in patients in whom delirium develops shortly after the
administration of an antipgychotic. Neuroleptic malignant syndrome is characterized by delirium, fever, autonomic
dysfunction, extrapyramidal syndrome, and recent history of antipsychotic use.®18] One flaw in some of the studies on
delifum and major tranquilizer use is that they fail to distinguish whether antipsychotics were the cause of delirium or were
used to treat the delirium.

Cardiac Medications/Antihypertensives

This category includes the entiarrhythmica {eg, digoxin, amiodarone, lidacaina, disopyremide, procainamide, quinidine,
flecainide, maxiletine, propafenone, tocainide), dipyridamole, and antihypertensives such as beta-blockers (eg, propranolol},
methyidopa, clonidine, reserpine, calcium channe! Bockers, and angiotensin-convesting enzyme inhibitors (ACEls).F-19.18] |t
is important to keep in mind that hypertension iteelf is a risk factor for vascular dementia and that aggressive lowering of
blood pressure mey alac have a deleterious effect on cognition. Uncontrolled blood pressura and plasma lipids may lead to
vascular dementia.

Among the aniiypertensives that higtorically have been associated with significant adverse CNS eftects (both delifum and
dementia) is methyldopa. This drug produces cognitive impairment and decreased visual motor ;:leri’-::rmanczna.[41 Methyldopa
acts like a falae neurctransmitler being converted to alpha-methyl-noradrenaline. In genaral, cefirally acting
antihypertensivea such as clonidine and guanabenz are associated with more adverse cognitive effects. Reserpine
imeversibly damages noradrenetgic storage granules, thereby inducing altered mental function."¥ Dipyridamole has been
associated with decreesed Mini-Mental Status Examination scores. 3 CNS effect may be the first and only manifestation of

. digoxin toxicity and may be even more commeon than cardiac effects. 9 Both defiium and dementia can be signs of digoxin
toxicity.

Cognitive changes can occur even in the presence of therapeutic digoxin fevels. [81] Amiodarone's long haif-life may promote
prolonged confusion. Diuratics can cause fluid and/or acid-beee imbalances, which can result in confusion, especially in the
postoperative patient. CNS toxicity is common with lidoceine. Beta-blockers can be essociated with pseudodementia. The
incidanca of neuropsychiatnic toxicity ranges from 1% to over 20% R0l Although controversial, less lipophilic beta-bockers
may be preferred over highly hydrophilic agents as a way to reduce possible CNS adverse effects. Topical beta-blockers

used for glaucoma have also been essociated with the development of delirium. 2!

For drugs such as ACEls, calcium channei blockers, and amiodarone, drug-induced deliium may represent an idiogyncratic
event The risk of cognitive impairmant remeins low for such drugs as diuretics and ACEls. Other druga, induding quinidine,
digoxin, rll;e:grldOpa, alpha-blockers, postganglionic blockers, and beta-blockers, may have a medium risk of inducing such

changea. !¢

Chemotherapeutic Agents

Drugs, either alone or when combined with other treatment modalities in cancer in the preaence of a compromised host, cen
cause adverse CNS effects. For example, cognitive impairment induced by methotraxata ie enhanced whan thia drug is
administered to a patient undergoing cranial radigtion, Among the chemotherapeutic agents that have been identified as
cauging dslinum are carmustine, vincristine, vintlastine, L-esparaginase, ifosfamide, intrethecal procarbazine, high-dosa
cytosine arabinoside, methotrexate, S-fluorouracil, hexamathylmelamine, atoposide, nitrogen mustard, lomustine,
dacarbazine, and cytarabine.[z'sl Adiunctive agents such as antiemetica, cyclosporin, biologic respense modifiers (imterferon,
interleukins) and corticostercids ara ceusally refated to the production of mental status changes. Interleukina {eg, IL-2) may
preduce drug-induced dementia by incressing the blood-brain barriar's permeability to neurotoxine; by activating
inappropriate central neuropeptidergic systems that impair attention, registration and memeory; or by a direct neurotoxic effect.
Cyclosporin's adverse CNS effects may be atiributable to similar mechanisms, as it inhibits IL-1 and (L-2.1'® The actual
propensity for aach drug to causa cognitive impairment is unclear because these medications are often used in combination

. as part of treatment protocate. 2]
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Corticosteroids

Cne of the proposed theories of what causes delinum is increased CNS cortiscd levels. Exogenously administered
corticosteroids may produce a similar effect. Corticosteroids can induce both delirium and chronic cognitive impairment aa
well a5 psychosis. Use of high-doge steroids (> 80 mg/day of pradnisone), long duration of use, or the abrupt discantinuation
of these hormonal egents can induce mental status changes. Even brief exposure to high doses of steraids can reversibly
affect neuronal activity in the hippocampus, the area of the brain associeted with memory; with continued use, permanent

injury occurs. Overall, there is a medium risk of cognitive-induced impairment sacondary to this class of drugs.l'® in addition
to high dose, female gender and concomitant neuropsychietric disease are predisposing risk factors for drug-induced mental

status changes.P?!
Herbal Products

There is a misconception among consumers that because a product is natural or herbal it is without toxicity. A recent repont
has linked the use of St John's Wort to the development of menia.®2] In another report, 2 patients daveloped
encephalopathy and neuropathy following the ingestion of a Chinese herbal broth that contained pt:nc!a::;:lhy[lin.[e"‘l Melatonin
use may be associated with the development of confusion. 48] Most recently, the FDA has wamed of the potential
neuratoxic effects of GHB or gamma-butyrolactone, @ substance whosa uses include tleep induction, release of growth
hormone, enhancement of sexual activity and athlatic parformance, relief of depregsion, and prolongation of 1ife.[57]

H2 Antagonists

All histamine-2 {(H2) receptor antagonists heve been associated with acute CNS toxicity, including defirium. 11988 The drug
that has received the most attention as being associated with medication-induced delinum is cimetidine. Cimetidine is thought
to possess anticholinergic properties. Whether or not this explains it, s association with the development of delifium is
unclear. However, cimetidine-induced delirium has been reversed with the use of physcn;ljgﬁﬂne.l1 9 Camty and Korek®
found that there was no difference emong the H2-blockars in their prapensity to cause CNS changea. Among hospitalized
patients, about 1% to 2% develop drug-induced cognitive changes compared with 15% to 80% of intensive care unit patients.
[18] Advanced age and impaired renal function may be risk factors for the drug-induced CNS changes. Nonatheless, the
overall risk of H2-antagonist-induced cognitiva impairment is tow.

Hypoglycemic Agents

Inaulin and oral hypoglycemic agents may cause both reversible and irreversible brain damape secondary to hypoglycemia,
which may result in cognitive loss. [T}

Lithium

Lithium may impair memory and psychometor performance, Ii is also associated with the development of delirium. Lithium
has e high risk of inducing cognitive impairment. |t may induce a Creutzfeidt- Jakob-like dementia. Its abitity to produce
demeantia may be related to its inhibition of protein kinese C, which results in interference of regulatory processes of neuronal
growth and differentiation. Lithium's toxicity is potentiated by drugs such as thiazide diuretic and nonstaroidal anti-
inflammatory agents, which interact with this drug to produce higher lithium levels.[1:2-18.72.73]

Marcotic Analgesics

It is important to recognize that untraeted pain itself can cause deliium. However, narcotics can also induce this condition,
especiaily among postoperativa patients. Narcotics are among the primary causes of deliium in the postoperative patient.
The risk of drug-induced deliium may be highest with meperidine. In one study, among individual narcotic agents studiad,
only meperidine was significanlly associated with the development of deliium (odds ratio 2.7) among postoperative patients
agad 50 or oldar 1] Meperidine has long been recognized as a drug that should not be given to older persons because this
age group undergoes an aga-related dacline in renai function, which altows for accumulation of normeperidine, & neurotoxic
substance. The deliium induced by meperidine has been characterized by fluctuations in ievels of ewareness, confusion,
disoriantation, illusions, visuel and auditory hallucinations, persecutory delusions, and seizures. Further, both mependine and
normeperiding have anticholinargic proparties. This drug was originally developad as an antispasmodic altemnative to stropine
during the 1930s. Meperidine's toxicity may be more pronounced when thic drug is combined with the enzyme inhibitor
cimetidine or with other drugs possessing anticholinergic activity. 74! Francis and colleagues®! and Schor and others!¢6 also
found a correlation between the use of narcotics and the development of delirium. The route of administration {eg,
intramuscular v& patient-controlled analgasia) may elso influence the risk of developing drug-induced delirium. Epidural and
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intramuscular administration may be more problematic than patient-controlled analge'.-sia,[11 Even tramadol has been
essociated with drug-induced confusion. B

. Nonsteroidal Anti-inftammatory Agents (Including Sallcylates)

Aspirin use may pose a probtem in the elderly bacause older patients may not even consider this substance a medication.
This age group is more prone to having pains and aches and s therefore more likely to uee this drug. Delirium is the major
manifestation of ealicylate toxicity. Confusion can also oceur at therapeutic doses. Acetaminophen, while safe in usual doses,
may also cause cognitive impairment in an ovardose situation. Drug-induced cognitive effects from nonsteroidal anti-
inflammatory agents range from delirium with indomethacin (medium risk for cognitive changes) and sulindac to disturbances

in memory and concentration with naproxen and ibuprofen (low riek for cognitive changes).t'® However, in light of recant
date that nonstercidal arti-inflammatery agents may be protective against the development of Alzheimer's disease, the role of
these agents in inducing cognitive impairment needs to be clarified. It may be that high doses (not therapeutic doses) of

nonatercidal anti-inflammatory agents heve an adverse effect on cognition. [}
Over-the-Counter Products

The elderly consume a large amount of over-the-counter medications. These medications, which are often less expensive
than prescription drugs, may be uged by older aduits in an attempt to eave money and to help maintain their independence.
Howaever, these medications, espedially coughicold products, sleep aids, and antinausea agents, comtsin potent
antichalinergic substances that can induce delirium in older persons. Oral decongestants such as phenylpropanolamine and
pesudoephedrine can eleo ¢ause delirium in the elderly. Mental statys changes associated with the use of decongestants

may occur with low doses and topical edministration. P01
Promotility Agents

Metoclopramide heas been essodated with the development of drug-induced detifum. 75 This drug crosses the blood-brain
berrier and effects both dopaminergic and cholinergic systems. Cisapride, a newer promatility agent, may have fewer CNS
effects; however, it is sescciated with very serious drug interactions, so caution is advised when using this agent

. Proton Pump inhibitors

Omeprazole may be associeted with neuropsychiatric adverse eflects, espacially in older patients and in patients with liver
disease BO-701

Sedative-Hypnotics

Thia class of drugs indudes banzodiazepines such as flurazepam and diazepam, barkiturates, meprobamate, chloral
tiydrate, and sedaling artihistamines, which are found in over-the-counter sieep aids. Long-acting benzodiazepines, such as
flurazepam, especially if uged in high dosas, are the most likely drugs to cause or exacerbate dementla. Shorter-acting drugs,

such as diazepam or temazepam, have a medium risk of causing drug-induced cognitive impairment.m] CNS toxicity is often
doas dependant.

in one study, exposure to long-acting benzodiazepines was significantly associated with the development of delirium {odds
ratio 3.0) among postoperative patients aged 50 or older.[48] Anather etudy found that 11% of older patients admitted o a
generai hospital developed cognitive impairment following benzodiazepine use.[771 Benzodiazepines have peen gssociated

with impaired leamning of verbal and visual information,!'! immediate and delayed mamory, and psychomotor performance. 8]
The psychomotor and cognitive impairment may be persistent with long-term use of benzodiazepines. Anterograda amnesis
occurs mare commaonly with higher potency and shorter-acting benzodiazepines, thereby limifing the usefulness of these

medications.[1]

Barbituretes can cause chronic cognitive impaimment, which may mimic Alzheimer's disease. The sedation produced by
sedative-hypnotics may lower the eldarly person’s threshold for developing drug-induced delirium or dementia.l'® Even
newer agents such as zolpsdem are associated with adverse cognitive effects similar to those seen with triazolem. Zolpidemn

produces memory impairment thet corresponds to its peak blood concentretion. 7@l

. Theophylline
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Although theophylline may be associated with drug-induced cognitive impairment, il is unlikely to occur when this drug is
used in usual doges.I'] Most adverse cognitive effects ("theophylline madness”) occur in an overdose situation. If overdose
occurs, one must be very watchful for seizures, which may soon develop if they are not present already.m]

.' Urinary Antispasmadics

These drugs {eg, oxybutyrin, flavoxate) induce delirium either vie their anticholinergic effects or by causing urinary retention
{'cystocerebral syndrome"}. This fatter condition is thought to be related to an increase in adrenergic tone, which leads to
increased peripheral and CNS catecholamine levels. Risk factors for this condition include benign prostatic hypertrophy,

dementia, end diabstes associated with autonomic dysfunction.®%
Withdrawal Effects

Delirium associated with the withdrawal of centrally active psychotropics such as benzodiazepines, barbiturates, or aicohol
may be ettributable to understimulation of the inhibitory neurotransmitier GABA, which leads to aymptoms of hyperactivity.[m
in the surgical patient, withdrawal from alcohol resulting in defirium may not manifest untit 12-48 hours after surgery [ In the

elderly, mortality aseociated with alcohol withdrawel-induced defirium tremens may be as high as 27%.18% 1t is important to
keep in mind that aithough the discontinuation of anticholinergic drugs is encouraged, rapid withdrawai of these agernts may

resuit in cholinergic rebound. This has been noted with dozapine, among other drum,[m]

Strategies to Prevent Drug-Induced Cognitive Impairment in the Elderly

Perhaps the single most important step one can take to minimize the risk of drug-induced cognitive impairment is to
edminister the least possible number of medications to older patients, thereby avoiding the problem of polypharmacy. Proper
dose adjustments based on age and renal or hepatic function are alse necessary. Eldetly patients should be encouraged to
discuss all of their over-the-counter drug purchases with either their pharmacist or physician. Having a high index of suspicion
that a drug may be likely to cause cognitive impairment is also one of the main ways to help prevent this problem in the
elderly. It ia importent to be familiar with the known risk factors for cognitive impairment. Whenever possible, every attempt
shoulid be made to avoid high-risk medications such as sedative-hypnotics and drugs with anticholinergic effects, as wall as
. other drugs thet may readily cross the blood-brain barnier.

Pain needs to bo adequately controlied. In patients experiencing miid pain symptoms, drugs such as acetaminephen or the
cyclooxygenese-2 nonsteroidal anti-inflammatory agents may be tried inetead of narcotics. If a patient has elreedy been
receiving a psychoactive medication for a long time and discontinuation is desired, a gradual dose reduction should be
employed, because abrupl cessation may lead to withdrawal symptome and delinum. Maintaining adequate nutritionat and
fluid status ie also heipful. Caution is especially advised in patients with dementia whenever a new medication is prescribed.

_ It may be helpful 1o obtain a baseline mental status examination in all elderly petients so that subtle changes can be identified
early, Should a problem arise, ascertaining the likelihood that a drug may be associated with cognitive impairment may help
determine which drug or drugs to eliminate first from the regimen.

Tables

Table 1. Differential Diagnosis of Delidum and Dementia

[ Feature " Daelirium Dementla __]
Onset Abrupt, acute {sometimes subacute) with an Gradual, chronic, insidious
identifiable date
Course Fluctuates during day with worsening of symptoms || Consistent pattern—no diumnal

at night variation; may develop sundowning
in {ater stages of disease

Duration Hours to weeks/months in elderly (some permanent || Progressive, continuous
residual effects may remain)
Interaction with || Reduced awareness In early stages, no problem with
a environment Fiucluating alertness awareness
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Impaired attention In early stages, normal alertness
Orientation impaired and fluctuating Reletively ungffected, especially in
early stages
Often impaired
I Memory Recent memaory initially impaired,

J[ Immediate and recent impaired

as it progresses, remote impaired

Thought
process and
language

speech, global cognitive impairment

Perception Distorted with illusions, delusions, and
distinguishing reality from misperceptions and

or mixed state)

Disorganized, distorted, fragmentad, incoheremt

Perseveration and-:onfabulation,
difficulty with abstraction, thougits
impoverished, judgment impaired,

hallucinations {visual and auditory) and difficulty

psychomotor disturbances (hypo- or hyperalertness

agnosia, anomia

Early stage minimally affected;
later stages may be associated
with delusions and hatlucinetions

LSIeep Jliways disrupted with reversal of sleep-wake cycle |[{ Fragmented sleep
Mental status Distracted, often unable to participate in testing Usually fries hard; often tries to
testing {hide deficiencies

———— g

Adapted from Weinrich and Sarna, P! Lipowski, [517:2% Flacker and Marcantonio, !4 Espino et at, 22

Dessonville et al,24

Table 2. Acute Change in MS

A Antiparkinsonhian drugs
Corticosteroids

Drug Class

Urinary incontinence drugs

Theophyiline

c

u

T

E i Emptying drugs
- J

H

A

Cardiovascular drugs
H2-blockers
Antimicrobials |
[N ][nsaips |
I G Geropsychiatric drugs
E ENT drugs

| Insomnia drugs

N Narcotics
I M Muscle relaxants
Is I Seizure drugs

Adapted from Flaherty_m]

Emptying drugs: a class of drugs that stimulate motility of the upper gastroinlestinal fract (eg, metoclopramide)
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Geropsychiatric drugs: includes any drug that works in the brain and that can cause confusion {eg, tricydic
antidepressants, SSRIs, benzodiazepines, antipsychotics, enticholinergics)

ENT drugs: ear, nose, and throat; agents taken for ailments of the respiratory and sinus paseageways {eg,
decongestants, antihistamines, expectoranta, antitussives)

Table 3. Drugs Identified In HCFA's Revised Nursing Home Guidelines That Have CNS Adverse
Effects

|| Drugs Adverse Effects l
|| Pentazocine Confusion, hallucinations, dizziness, lightheadedness, euphoria, and sedation I
|1 Long-acting Seadation, drowsiness, ataxia, fatigue, confusion, weakness, dizziness, vertigo,
benzodiazepines syncope, psychological changes
Amitriptyline Anticholinergic and sedating properties, which can resutt in confusion, delirium,
flor hallucinations
Doxepin Anticholinergic and sedating properties, which can resutt in confusion, defirium,
or haltucinations
Meprobamate " Highly addictive and sedating, which can result in drowsiness and ataxia |
Disopyramide Strongly antichdlinergic properties, which can result in confusion, delirum, and
hallucinations

EDigoxin Toxic signs include headache, fatigue, malaise, drowsiness, and depression I
Fsﬂethyrdopa May exacerbate depression |

f Chicrprapamide Hypogtycemia, which can result in altered mental state (confusion, amnesia,
coma)
Gl antispesmodics o Highly anticholinergic properties, which can resuilt in confusion, detirium, or
hallucinations

Barbiurates Highly addictive and sedative, resuiting in drowsiness, lethargy, depression,
severe CNS depression

indomethacin Headache, dizziness, vertigo, somnolence, depression, fatigue I

[Reserpine Depression, sedation I
'Diphenhydramine Highly antichalinergic, which can result in confusion, delirium, or hallucinations -l

Muscle relaxants Anticholinergic properties, which can result in sedation, weakness, confusion,
delirum, or hallucinations

Antihistamines Anticholinergic properties, which can resutt in confusion, delirium, or
hallucinations

“Irimethobe‘nzamide Extrapyramidal side eflects II

Adapted from Health Care Financing Administration. 3

Table 4. Anticholinergic Drug Level

]

Anticholinergic Druy Level
{ng/mL of atropine equivalents)
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| Captopril I 0.02
ICirneﬁdine " D.as

|
|
. [Codeine I 011 |
Eigoxin qr 0.25 |
I Dipyridamole | 0.11 I

Dyazide 0.08

Furosemide i 0.22 ]
| lapsorbide dinitrate ! 0.15

[ Lanoxin 0.25
|| Nifedipine 0.22

||frednisolone 0.55 I

| Ranitidine _9_22
Theophyline || = 0.44 ]
Warfarin ][ 0.12 |

Adapted from Tune et at P6
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Collaborative Practice Agreements by State

STATE CDTM | Year | S,R,G* [ | STATE CDTM | Year | S,R,G*
Alabama No ] < - | Missourd No
Alaska No . | Montana No
Arizona YES 2000 |5 . 1 Nebraska YES 5
Arkansas YES < - '| Nevada YES S
California YES 1995 | S S| New No
" - | Hampshire
Colorado No -~ | New Jersey | No
Connecticut No 1 New Mexico | YES 1978 | S
Delaware No .. | New York No
DC No | North Yes 1999 S
- -] Carolina
Fiorida YES S _ | North YES S
- .| Dakota
Georgia YES 2000 |S Ohio YES 1999 [ S
Hawaii YES S .| Oktahoma No
Idaho YES 1998 [ R | Oregon YES 1998 | R
IUlinois No - ..'| Pennsylvania | No
Indiana YES S - .-.| Rhode island | Neo
lowa YES 1996 |G South YES 1998 [ S
.| Carolina
Kansas YES 1996 | S | South YES S
. " | Dakota
. Kentucky YES 1982 |5 .- | Tennessee No
Louisiana YES 1993 | S -4 Texas YES 1997 | S
Maine No ) C .1 Utah No
Maryland No - | Yermont YES R
Massachusetts | No | Virginia YES 1999 | S
Michigan YES 1994 | S - | Washington | YES 1991 | §
Minnesota YES 1999 |5 .| West¥irginia | No
Mississippi YES S Wisconsin No
Wyoming YES R
CDTM - Coliaborative Drug Therapy Management (also known as Collaborative Practice)
§ - Statute
R - Regulation
G - Guideline

°

November 2000 - ASHP
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Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11 Filed 05/07/12 Page 181 of 182 Pageid#:>359Pbott Laboratories

ASCP ANALYSIS OF MEDICAID PHARMACY AWP CHANGES

State Ingredlent Relmbursement _ Dispensing Fee 2002 Changes LTC Add-on
Alabama WAC+H9.2% $5.40 No

Alaska AWP-5% $3.45 - $11.46 No
Arizona Managed Care: AHCCCS Program Discount Card Legislation No
Arkansas AWP-10.56% $5.51 Proposal (AWP-14%-B; AWP-25% or FUL-G, [No
California AWP-5% $3.80 No
Colorado AWP-11% $4.08 No
Connecticut AVWP-13% $4.10 No
Delaware AWP-12% $3.85 No

Florida AWP-13.2% $3.15-§4.23 ‘Yas - $.50
Georgla AWP-10% {MFN} $4.63 Pharm Study - Commissloner not supportiveNo

Hewsil AWP-10.5% $4.67 No

ldaho AWP-11% $4.54 PA after 4 drugs Yes -$1.00
Iinnols WAC+8%M2% $4.17 No

Indlana AWP-10% $4.00 Rule-AWP-13%, disp. fee $3.00/Pharm Study|No

lowa AWP-10% $4.13-56.42 No

Kansasg AWP-10% $4.82 No
Kentucky AWP-10% $4.81 2‘;:;:’&1"“““"‘1 2%, exempt from dISp. |yeq . 4,02 for manu un
L ouisiana AWP-15%M16.5% (tiered) $5.77 Na

Maine AWP-10% (MFN} $3.35 (extra foss for compounding) No
Maryland WAC+10% or AWP-10% {lowast of to fit §$4.21 Proposal AWP-13% Yes - $1.40
Massachusetls WACH10% (MFN} $3.00 No
Michigan AWP-13.5% (5+ stores=AWP-15.1%) $3.77 ling Drug Formulary P m No
Minnesota AWP-8% $3.08 AWP-14%, Disp. Fee $4.18 Yes - $0.30
Mississippt AWP-10% $4.91 Lowest State, Bud. Proposal - $2.50 No
Missouri WACH (% $4.08 'Yes - $0.15
Montana AWP-10% $2.00 - $4.20 Minug 2.6% from Medloald No
Nebraska AWP-8.71% $2.84 - 35.05 No

Nevada AWP-10% $4.84 No

New Hampshire___ |AWP-12% $2.50 No

MFN = Wost Favored Nation

OP = Ovipatlent

LTC = Long-Term Care

B = Brand page ag; ﬂi@g

G = Gartolo
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Attachment 9 to Agreed Statement of Facts

Case 1:12-cr-00026-SGW Document 5-11 Filed 05/07/12 Page 182 of 182 Pageid#:36@°0ot Laborglories

ASCP ANALYSIS OF MEDICAID PHARMACY AWP CHANGES i

State Ingredient Reimbursement  Dispensing Fee 2002 Changes LTG Add-on

INew Jersey AWP-10%(G); AWP-15%{(B) $3.73 - $4.07 Yes - Varles

New Mexico AWP-12.5% $4.00 No

New York AWP-10% B: $3.80, G: $4.50 Bud, Proposal-AWP-15%-defeated No

North Carolina AWP-10% $5.80(G); $4.C0(B) No

Nerth Dakota AWP-10% $4.60 No

Ohio AWP-11.2% $3.70 No

Oklahoma AWP-10.5% $4.15 PDL Leglsiation No

Oregon AWP-13% $3.80 for unit dose/ $3.50 for all others Budget Proposal AWP-15 to AWP-20% Yes - refer to disp. Fee
Pennsylvania AWP-10% $4.00 No

Rhede lsland WAC+5% OF: $3.40, LTC: $2.85 No

|South Carolina AWP-13% $2.05 JR - reverse disp. fee raduction No

South Dakota AWP-10.5% $4.76 Yes - $0.40 - $0.80 (deg
Tenhasaes AWP-13% (MEN) $2.50 Na

Texas AWP-15% or WAC+12% $5.27+2% of ingredient Mo

Utah AWP-12% $3.90(urban); $4.10 (rural) Gov's Prop. {AWP-15%-B; AWP.-20%-5) - defiNo

Vermont AWP-11.9% $4.25 No

Virginta AWP-3% $4.25 Budget Proposal {AWP-11%) Yes -.0157/tablet
Washington AWP-11% [32.08 - $4.92 (baged on annual # of Rxs)  |Budget Proposal (AWP-20%-B; AWP-85%-G |No

Washingten, DC AWP-10% $3.75 No

West Virginia ‘ AWP-12% $3.80 (exira fee for compeunding) No

Wisconsin AWP-11.25% $4.88 (minus .50 on ¢iaims to $4.38) Yes - $0.0015/dese (wh
Wyoming AWP-11% $5.00 No |

MFN = Mozt Favored Nation

CP & Qutpatient

LTC = Lang-Term Cams

B = Brand
@ o Generlo
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